
SUMMARY 

[0011] The compositions of the disclosure are based, at least in part, on the discovery that 
anti-IL13 antibody described herein, lebrikizumab, can be formulated at high concentration (> 
100 mg/mL) in a histidine buffer containing polyol and surfactant and that such high antibody 
concentration formulation is of low viscosity, has extended physical and chemical stability 
and maintains potency. Compositions or formulations of the disclosure are useful for, e.g., 
the treatment of asthma and other lung disorders such as idiopathic pulmonary fibrosis and 
certain allergic, autoimmune and other inflammatory disorders. In addition, such formulation 
can be packaged into subcutaneous administration devices as described herein with 
maintenance of, for example, product stability and other desirable attributes. 
[0012] Accordingly, disclosed is a formulation comprising an anti-ILl 3 antibody. In 
certain embodiments, the concentration of antibody in the formulation is at least 100 mg/mL 
and the viscosity of the formulation is less than 15 centipoise (cP) at 25°C. 
[0012a] Hence, in one aspect, there is provided a formulation comprising an anti-IL13 
antibody, wherein the concentration of antibody in the formulation is at least 100 mg/mL and 
the viscosity of the formulation is less than 15 centipoise (cP) at 25°C- and wherein fe-eae 
emfee4««@r^the anti-ILl 3 antibody comprises three heavy chain CDRs, CDR-H1 having the 
amino acid sequence of SEQ ID NO.: 1, CDR-H2 having the amino acid sequence of SEQ ID 
NO.: 2, and CDR-H3 having the amino acid sequence of SEQ ID NO.: 3, and three light 
chain CDRs, CDR-L1 having the amino acid sequence of SEQ ID NO.: 4, CDR-L2 having 
the amino acid sequence of SEQ ID NO.: 5, and CDR-L3 having the amino acid sequence of 
SEQ ID NO.: 6. In one embodiment, the anti-IL13 antibody comprises a heavy chain variable 
region having the amino acid sequence of SEQ ID NO.: 7. In one embodiment, the anti-ILl 3 
antibody comprises a light chain variable region having the amino acid sequence of SEQ ID 
NO.: 9. In one embodiment, the anti-IL13 antibody comprises a heavy chain having the 
amino acid sequence of SEQ ID NO.: 10. In one embodiment, the anti-IL13 antibody 
comprises a light chain having the amino acid sequence of SEQ ID NO.: 14. In one 
embodiment, the anti-ILl 3 antibody comprises a heavy chain variable region having the 
amino acid sequence of SEQ ID NO.: 7 and a light chain variable region having the amino 
acid sequence of SEQ ID NO.: 9. In one embodiment, the anti-ILl3 antibody comprises a 
heavy chain having the amino acid sequence of SEQ ID NO.: 10 and a light chain having the 
amino acid sequence of SEQ ID NO.: 14. In one embodiment, the concentration of antibody 
is 125 mg/mL. In one embodiment, the concentration of antibody is 150 mg/mL. 
[0013] In another embodiment, the formulation comprises histidine acetate buffer, ph 5.4 
to 6.0, and the histidine acetate concentration in the buffer is between 5 mM and 40 mM. In 
certain 
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ofSEQIDNO.: 10. In one embodiment, the anti-ILl 3 antibody comprises a light chain 
having the amino acid sequence of SEQ ID NO.: 14. In one embodiment, the anti-ILl 3 
antibody comprises a heavy chain variable region having the amino acid sequence of SEQ ID 
NO.: 7 and a light chain variable region having the amino acid sequence of SEQ ID NO.: 9. 
In one embodiment, the anti-ILl 3 antibody comprises a heavy chain having the amino acid 
sequence of SEQ ID NO.: 10 and a light chain having the amino acid sequence of SEQ ID 
NO.: 14. In one embodiment, the formulation has a viscosity of less than 15 centipoise (cP) 
at 25°C. In one embodiment, the concentration of antibody is 125 mg/mL. In one 
embodiment, the concentration of antibody is 150 mg/mL. 
[0015] Also disclosed is a formulation comprising an antiIL-13 antibody having extended 
stability. In certain embodiments, the antibody concentration is at least 100 mg/mL and the 
viscosity is less than 15 centipoise (cP) at 25°C. 
[0015a] Hence, in one embodimcmtaspect there is provided a formulation comprising an 
antiIL-13 antibody having extended stability, wherein the antibody concentration is at least 
100 mg/mL and the viscosity is less than 15 centipoise (cP) at 25°C. In one embodiment, the 
antiIL-13 antibody is stable for at least one year at 5°C. In one embodiment, the antiIL-13 
antibody is stable for at least two years at 5°C. In one embodiment, the anti-ILl 3 antibody is 
stable for three years at 5°C. In one embodiment, the anti-ILl 3 antibody is stable for at least 
four weeks at 25°C, or at least 8 weeks at 25°C, or at least 12 weeks at 25°C, or for 26 weeks 
at 4°C. In one embodiment, the formulation comprises histidine acetate buffer, ph 5.4 to 6.0, 
and the histidine acetate concentration in the buffer is between 5 mM and 40 mM. In one 
embodiment, the formulation further comprises a polyol and a surfactant, and the 
concentration of the polyol in the formulation is between 100 mM and 200 mM and the 
concentration of the surfactant in the formulation is between 0.01% and 0.1%. In one 
embodiment, the polyol is sucrose and the surfactant is polysorbate 20. In one embodiment, 
the histidine acetate buffer is pH 5.7 and the histidine acetate concentration in the buffer is 
20mM, and the concentration of sucrose in the formulation is 175 mM and the concentration 
of polysorbate 20 is 0.03%. hi one embodiment, the concentration of antibody is 125 mg/mL 
or 150 mg/mL. In one embodiment, the anti-ILl 3 antibody comprises three heavy chain 
CDRs, CDR-H1 having the amino acid sequence of SEQ ID NO.: 1, CDR-H2 having the 
amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino acid sequence of 
SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having the amino acid sequence of 
SEQ ID NO.: 4, CDR-L2 having the amino acid sequence of SEQ ID NO.: 5, and CDR-L3 
having the amino acid sequence of SEQ ID NO.: 6. 
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[0017] Further disclosed is an article of manufacture comprising a subcutaneous 

administration device. In one aspect, there is provided an article of manufacture comprising 

the formulation as defined above and a subcutaneous administration device, wherein the 

subcutaneous administration devicc comprises a prefilled swinge. In certain embodiments, 

the subcutaneous administration device delivers to a patient a flat dose of an anti-ILl 3 

antibody. In one embodiment, the flat dose is 37.5 mg of anti-ILl 3 antibody. In one 

embodiment, the flat dose is 75 mg of anti-ILl 3 antibody. In one embodiment, the flat dose 

is 125 mg of anti-ILl 3 antibody. In one embodiment the flat dose is 150 mg of anti-IL13 

antibody. In certain embodiments, the anti-ILl 3 antibody is lebrikizumab. The anti-IL 13 

antibody in the subcutaneous administration device is formulated in a buffer and other 

excipients as described above such that it is provided in a stable pharmaceutical formulation. 

In certain embodiments, the subcutaneous administration device is a prefilled syringe 

comprising a glass barrel, a plunger rod comprising a plunger stopper and a needle. In certain 

embodiments, the subcutaneous administration device further comprises a needle shield and 

optionally a needle shield device. In certain embodiments, the volume of formulation 

contained in the prefilled syringe is 0.3 mL, 1 mL, 1.5 mL, or 2.0 mL. In certain 

embodiments, the needle is a staked-in needle comprising a 3-bevel tip or a 5-bevel tip. In 

certain embodiments, the needle is between 25 gauge (G) and 30G and is between 1/2 inch 

long and 5/8 inch long. In one embodiment, the 
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subcutaneous administration device comprises a prefilled 1.0 mL low tungsten borosilicate 
glass (type I) syringe and a stainless steel 5-bevel 27G 1/2 inch long thin-wall staked-in 
needle. In certain embodiments, the subcutaneous administration device comprises a rigid 
needle shield. In certain embodiments, the rigid needle shield comprises a rubber formulation 
having low zinc content. In one embodiment, the needle shield is rigid and comprises an 
elastomeric component, FM27/0, and rigid polypropylene shield. In certain embodiments, the 
plunger rod comprises a rubber plunger stopper. In certain embodiments, the rubber plunger 
stopper comprises 4023/50 rubber and FluroTec® ethylene-tetrafluoroethylene (ETFE) 
coating. In certain embodiments, the subcutaneous administration device comprises a needle 
safety device. Exemplary needle safety devices include, but are not limited to, Ultrasafe 
Passive® Needle Guard X100L (Safety Syringes, Inc.) and Rexam Safe n Sound™ (Rexam). 
[0017a] In one aspect, there is provided use of an effective amount of the formulation as 
defined above in the manufacture of a medicament for treating asthma in a patient. 
[0017b] In one aspect, there is provided use of an effective amount of the formulation as 
defined above in the manufacture of a medicament for treating idiopathic pulmonary fibrosis 
in a patient. 
[0017c] in one aspect. thorp is provtdodPisclosed is use of an anti-ILl 3 antibody in the 
manufacture of a formulation for subcutaneous administration, wherein the subcutaneous 
administration comprises the subcutaneous administration device as defined above. 
[0018] Also disclosed is a method of treating asthma in a patient. In certain 
embodiments, the method comprises administering to the patient an effective amount of any 
of the above formulations. In certain embodiments, the effective amount is 0.3 mL, one-half 
mL, one mL or two mL, or about 0.3 mL, about one-half mL, about one mL or about two mL. 
Further disclosed is a method of treating idiopathic pulmonary fibrosis in a patient. In certain 
embodiments, the method comprises administering to the patient an effective amount of any 
of the above formulations. In certain embodiments, the effective amount is one-half mL, one 
mL or two mL, or about one-half mL, about one mL or about two mL. 
[0019] Yet further disclosed are methods of administering subcutaneously a formulation 
comprising and anti-IL13 antibody. Such methods comprise administering subcutaneously 
any of the anti-IL13 antibody formulations described above. In certain embodiments, the 
methods comprise a subcutaneous administration device according to any of the devices 
described above. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0020] Figure 1 shows the rate of anti-IL13 antibody monomer degradation per week as a 
function of pH as described in Example 1. 
[0021] Figure 2 shows increases in solution turbidity at 350 nm of anti-IL13 antibody 
solutions as a function of pH during storage at 30°C as described in Example 1. 
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WHAT IS CLAIMED IS: 

1. A. formulation comprising an anti-ILl3 antibody, wherein the concentration of 

antibody in the formulation is at least 100 mg/mL and the viscosity of the form/lation 

is less than 15 centipoise (cP) at 25°C. 

2. The formulation of claim 1, wherein the anti-ILl 3 antibody comprises tltfee heavy 

chain CDRs, CDR-H1 having the amino acid sequence of SEQ ID Np^: 1, CDR-H2 

having the amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino 

acid sequence of SEQ ID NO.: 3, and three light chain CDRs, GDR-L1 having the 

amino acid sequence of SEQ ID NO.: 4, CDR-L2 having the/amino acid sequence of 

SEQ ID NO.: 5, and CDR.-L3 having the amino acid sequence of SEQ ID NO.: 6. 

3. The formulation of claim 2, wherein the anti-ILl 3 antibody comprises a heavy chain 

variable region having the amino acid sequence of^EQ ID NO.: 7. 

4. The formulation of claim 2, wherein the anti-103 antibody comprises a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

5. The formulation of claim 3, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEf<f ID NO.: 10. 

6. The formulation of claim 4, whereip the anti-ILl 3 antibody comprises a light chain 

having the amino acid sequence/f SEQ ID NO.: 14. 

7. The formulation of claim 2, ynerein the anti-ILl 3 antibody comprises a heavy chain 

variable region having the/ammo acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having/he amino acid sequence of SEQ ID NO.: 9. 

8. The formulation of/laim 7, wherein the anti-ILl3 antibody comprises a heavy chain 

having the amino4cid sequence of SEQ ID NO.: 10 and a light chain having the 

amino acid sequence of SEQ ID NO.: 14. 

9. The formulation of claim 1, wherein the concentration of antibody is 125 mg/mL. 

10. The formulation of claim 1, wherein the concentration of antibody is 150 mg/mL. 

11. The/ormulation of claim 1 comprising histidine acetate buffer, ph 5.4 to 6.0, wherein 

d histidine acetate concentration in the buffer is between 5 mM and 40 mM. 

11/. The formulation of claim 11, further comprising a polyol and a surfactant, wherein the 

concentration of the polyol in the formulation is between 100 mM and 200 mM and 

the concentration of the surfactant in the formulation is between 0.01% and 0.1%. 
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13. The formulation of claim 12, wherein the polyol is sucrose and the surfactant is 

polysorbate 20. 

14. The formulation of claim 13, wherein the histidine acetate buffer is pH 5.7 and the / 

histidine acetate concentration in the buffer is 20mM, and wherein the concentration 

of sucrose in the formulation is 175 mM and the concentration of polysorbatc/zO is 

15. The formulation of claim 14, wherein the concentration of antibody is Lsf5 mg/mL. 

16. The formulation of claim 15, wherein the anti-ILl3 antibody comprises three heavy 

chain CDRs, CDR-H1 having the amino acid sequence of SEQ ID'NO.: 1, CDR-H2 

having the amino acid sequence of SEQ ID NO.: 2, and CDR-&6 having the amino 

acid sequence of SEQ ID NO.: 3, and three light chain CDR£, CDR-L1 having the 

amino acid sequence of SEQ ID NO.: 4, CDR-L2 havingrhe amino acid sequence of 

SEQ ID NO.: 5, and CDR-L3 having the amino acid sequence of SEQ ID NO.: 6. 

17. The formulation of claim 14, wherein the concentration of antibody is 150 mg/mL. 

18. The formulation of claim 17, wherein the ant" 13 antibody comprises three heavy 

chain CDRs, CDR-H1 having the amino ackl sequence of SEQ ID NO.: 1, CDR-H2 

having the amino acid sequence of SEQ Jp NO.: 2, and CDR-H3 having the amino 

acid sequence of SEQ ID NO.: 3, and tftree light chain CDRs, CDR-L1 having the 

amino acid sequence of SEQ ID NO:: 4, CDR-L2 having the amino acid sequence of 

SEQ ID NO.: 5, and CDR-L3 having the amino acid sequence of SEQ ID NO.: 6. 

19. A formulation comprising aiyanti-IL13 antibody in a histidine acetate buffer, pH 5.4 

to 6.0, wherein the histidine acetate concentration in the buffer is between 5 mM and 

40 mM and wherein thexoncentration of antibody in the formulation is at least 100 

mg/mL. / 

20. The formulation claim 19, further comprising a polyol and a surfactant, wherein the 

concentration the polyol in the formulation is between 100 mM and 200 mM and 

the concentration of the surfactant in the formulation is between 0.01% and 0.1%. 

21. The fornmlation of claim 20, wherein, the polyol is sucrose and the surfactant is 

polysorbate 20. 

22. The formulation of claim 21, wherein the histidine acetate buffer is pH 5.7 and the 

istidine acetate concentration in the buffer is 20mM, and wherein the concentration 

of sucrose in the formulation is 175 mM and the concentration of polysorbate 20 is 

0.03% 

0.03%. 
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23. 

24. 

25. 

26. 

27. 

28. 

29. 

30. 

31. 

32. 

33. 

34 

35 

The formulation of claim 22, wherein the anti-ILl 3 antibody comprises three heavy 

chain CDRs, CDR-H1 having the amino acid sequence of SEQ ID NO.: 1, CDR-H2 

having the amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino, 

acid sequence of SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having tl 

amino acid sequence of SEQ ID NO.: 4, CDR-L2 having the amino acid sequence of 

SEQ ID NO.: 5, and CDR-L3 having the amino acid sequence of SEQ ID NO.: 6. 

The formulation of claim 23, wherein the anti-ILl 3 antibody comprise^ heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7. 

The formulation of claim 23, wherein the anti-IL13 antibody comprises a light chain 

variable region having the amino acid sequence of SEQ ID NC/: 9. 

The formulation of claim 24, wherein the anti-ILl 3 antibo^ comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10. 

The formulation of claim 25, wherein the anti-ILl 3 antibody comprises a light chain 

having the amino acid sequence of SEQ ID NO.: 

The formulation of claim 23, wherein the anti-ILl 3 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

The formulation of claim 28, whereini^e anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence ofoEQ ID NO.: 10 and a light chain having the 

amino acid sequence of SEQ ID^NO.: 34. 

The formulation of claim 23 /which has a viscosity of less than 15 centipoise (cP) at 
25°C. 

The formulation of claiifo 19, wherein the concentration of antibody is 125 mg/mL. 

The formulation of tffaim 19, wherein the concentration of antibody is 150 mg/mL. 

A formulation comprising an antiIL-13 antibody having extended stability, wherein 

the antibody concentration is at least 100 mg/mL and the viscosity is less than 15 

centipoise (^P) at 25°C. 

The forinulation of claim 33, wherein the antiIL-13 antibody is stable for at least one 
year^t 5°C. 

The formulation of claim 34, wherein the antiIL-13 antibody is stable for at least two 

years at 5°C. 

The formulation of claim 35, wherein the anti-IL13 antibody is stable for three years 
at 5°C. 
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37. The formulation of claim 33, wherein the anti-IL13 antibody is stable for at least four 

weeks at 25°C, or at least 8 weeks at 25°C, or at least 12 weeks at 25°C, or for 26 

weeks at 4°C. 

38. The formulation of claim. 33 comprising histidine acetate buffer, ph 5.4 to 6.0, 

wherein the histidine acetate concentration in the buffer is between 5 mM ancK40 mM. 

39. The formulation of claim 38, further comprising a polyol and a surfactant/therein the 

concentration of the polyol in the formulation is between 100 mM and 2t)0 mM and 

the concentration of the surfactant in the formulation is between 0.01% and 0.1%. 

40. The formulation of claim 39, wherein the polyol is sucrose and t\)4 surfactant is 

polysorbate 20. 

41. The formulation of claim 40, wherein the histidine acetate buffer is pH 5.7 and the 

histidine acetate concentration in the buffer is 20mM, and wherein the concentration 

of sucrose in the formulation is 175 mM and the coiyentration of polysorbate 20 is 

0.03%. / 

42. The formulation of claim 41, wherein the concentration of antibody is 125 mg/mL. 

43. The formulation of claim 42, wherein the ano-lL13 antibody comprises three heavy 

chain CDRs, CDR-H1 having the amino/cid sequence of SEQ ID NO.: 1, CDR-H2 

having the amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino 

acid sequence of SEQ ID NO.: 3, three light chain CDRs, CDR-L1 having the 

amino acid sequence of SEQ IiyNO.: 4, CDR-L2 having the amino acid sequence of 

SEQ ID NO.: 5, and CDR-OTiaving the amino acid sequence of SEQ ID NO.: 6. 

44. The formulation of claim/fl, wherein the concentration of antibody is 150 mg/mL. 

45. The formulation of claim 44, wherein the anti-IL13 antibody comprises three heavy 

chain CDRs, CDR^fl having the amino acid sequence of SEQ ID NO.: 1, CDR-H2 

having the amin© acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino 

acid scquence^of SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having the 

amino acicKsequence of SEQ ID NO.: 4, CDR-L2 having the amino acid sequence of 

SEQ IE/NO.: 5, and CDR-L3 having the amino acid sequence of SEQ ID NO.: 6. 

46. A fofmulation comprising an anti-ILl3 antibody having extended stability in 20 mM 

ij^tidine acetate buffer, pH 5.7, 175 mM sucrose, 0.03% polysorbate 20, wherein the 

concentration of antibody in the formulation is 125 mg/mL and the viscosity of the 

formulation is less than 15 centipoise (cP) at 25°C, and wherein the anti-IL13 

antibody comprises three heavy chain CDRs, CDR-H1 having the amino acid 
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sequence of SEQ ID NO.: 1, CDR-H2 having the amino acid sequence of SEQ ID 

NO.: 2, and CDR-H3 having the amino acid sequence of SEQ ID NO.: 3, and three 

light chain CDRs, CDR-L1 having the amino acid sequence of SEQ ID NO.: 4, CD&-

L2 having the amino acid sequence of SEQ ID NO.: 5, and CDR-L3 having the ^mino 

acid sequence of SEQ ID NO.: 6. 

47. The formulation of claim 46, wherein the anti-ILl 3 antibody comprises a h&avy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7 and /light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

48. The formulation of claim 47, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10 and a ligh/chain having the 

amino acid sequence of SEQ ID NO.: 14. 

49. A formulation comprising an anti-ILl 3 antibody having/extended stability in 20 mM 

histidine acetate buffer, pH 5.7, 175 mM sucrose, 0.0/% polysorbate 20, wherein the 

concentration of antibody in the formulation is 15j/mg/mL and the viscosity of the 

formulation is less than 15 centipoise (cP) at 25^C, and wherein the anti-ILl 3 

antibody comprises three heavy chain CDRsfCDR-Hl having the amino acid 

sequence of SEQ ID NO.: 1, CDR-H2 hwnng the amino acid sequence of SEQ ID 

NO.: 2, and CDR-H3 having the amino acid sequence ofSEQ ID NO.: 3, and three 

light chain CDRs, CDR-Ll having^he amino acid sequence ofSEQ ID NO.: 4, CDR-

L2 having the amino acid sequence of SEQ ID NO.: 5, and CDR-L3 having the amino 

acid sequence of SEQ ID NOc 6. 

50. The formulation of claim rf9, wherein the anti-ILl3 antibody comprises a heavy chain 

variable region having/fie amino acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

51. The formulation/f claim 50, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid scqucncc ofSEQ ID NO.: 10 and a light chain having the 

amino acid/sequence ofSEQ ID NO.: 14. 

52. An article of manufacture comprising the formulation of any one of claims 1-51 and a 

subcutaneous administration device. 

53. TKe article of manufacture of claim 52 wherein the subcutaneous administration 

device comprises a prefilled syringe. 

4. The article of manufacture of claim 53 wherein the prefilled syringe comprises a glass 

barrel, a needle, and a needle shield. 
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55. The article of manufacture of claim 54 further comprising a plunger rod and a plunger / 

stopper. / 

56. The article of manufacture of claim 55 further comprising a needle safety device/ 

57. The article of manufacture of any one of claims 54-56 wherein the glass barrel/comprises 

borosilicate glass and contains about 0.3 mL, about 1.0 mL, or about 2.0 mV of the 

formulation. / 

58. The article of manufacture of any one of claims 55-57 wherein the plunger stopper 

comprises 4023/50 rubber and ethylene-tetrafluoroethylene coating1; 

59. The article of manufacture of any one of claims 54-58 wherein the needle is staked-in, 

stainless steel, 27G thin-wall, 1/2 inch long, and 5-bevel tip./ 

60. The article of manufacture of any one of claims 54-59 wherein the needle shield is rigid 

and comprises an elastomeric component, FM27/0, and/rigid polypropylene shield. 

61. Use of an effective amount of the formulation of any me of claims 1-51 in the 

manufacture of a medicament for treating asthma/m a patient. 

62. The use of claim 61 wherein the effective amount is 0.3 mL, one mL or two mL or about 

0.3 mL, about one mL or about two mL. / 

63. Use of an effective amount of the formulation of any one of claims 1-51 in the 

manufacture of a medicament for treating idiopathic pulmonary fibrosis in a patient. 

64. The use of claim 62 wherein the effective amount is 0.3 mL, one mL or two mL or about 

0.3 mL, about one mL or about/two mL. 

65. Use of an anti-ILl 3 antibodyin the manufacture of a formulation for subcutaneous 

administration, wherein the subcutaneous administration comprises the subcutaneous 

administration device OT any one of claims 52-60. 

66. The use of claim 65/6omprising the formulation of any one of claims 1-51. 
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WHAT IS CLAIMED IS: 

1. A formulation comprising an anti-ILl 3 antibody, wherein the concentration of antibody 

in the formulation is at least 100 mg/mL and the viscosity of the formulation is less than 

15 centipoise (cP) at 25°C, and wherein the anti-ILl 3 antibody comprises three heavy 

chain CDRs, CDR-H1 having the amino acid sequence ofSEQ ID NO.: 1, CDR-H2 

having the amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino acid 

sequence ofSEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having the amino acid 

sequence ofSEQ ID NO.: 4, CDR-L2 having the amino acid sequence ofSEQ ID NO.: 5, 

and CDR-L3 having the amino acid sequence of SEQ ID NO.: 6. 

2. The formulation of claim 1, wherein the anti-IL13 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7. 

3. The formulation of claim 1, wherein the anti-lL13 antibody comprises a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

4. The formulation of claim 2, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10. 

5. The formulation of claim 3, wherein the anti-lL13 antibody comprises a light chain 

having the amino acid sequence ofSEQ ID NO.: 14. 

6. The formulation of claim 1, wherein the anti-IL13 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

7. The formulation of claim 6, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10 and a light chain having the amino 

acid sequence of SEQ ID NO.: 14. 

8. The formulation of claim 1, wherein the concentration of antibody is 1.25 mg/mL. 

9. The formulation of claim 1, wherein the concentration of antibody is 150 mg/mL. 

10. The formulation of claim 1 comprising histidine acetate buffer, ph 5.4 to 6.0, wherein the 

histidine acetate concentration in the buffer is between 5 mM and 40 mM. 

11. The formulation of claim 10, further comprising a polyol and a surfactant, wherein the 

concentration of the polyol in the formulation is between 100 mM and 200 mM and the 

concentration of the surfactant in the formulation is between 0.01% and 0.1%. 
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12. The formulation of claim 11, wherein the polyol is sucrose and the surfactant is 

polysorbate 20. 

13. The formulation of claim 12, wherein the histidine acetate buffer is pH 5.7 and the 

histidine acetate concentration in the buffer is 20mM, and wherein the concentration of 

sucrose in the formulation is 175 mM and the concentration of polysorbate 20 is 0.03%. 

14. The formulation of claim 13, wherein the concentration of antibody is 125 mg/mL. 

15. The formulation of claim 13, wherein the concentration of antibody is 150 mg/mL. 

16. A formulation comprising an anti-ILl 3 antibody in a histidine acetate buffer, pH 5.4 to 

6.0, wherein the histidine acetate concentration in the buffer is between 5 mM and 40 

mM and wherein the concentration of antibody in the formulation is at least 100 mg/mL. 

17. The formulation of claim 16, further comprising a polyol and a surfactant, wherein the 

concentration of the polyol in the formulation is between 100 mM and 200 mM and the 

concentration of the surfactant in the formulation is between 0.01%) and 0.1%. 

18. The formulation of claim 17, wherein the polyol is sucrose and the surfactant is 

polysorbate 20. 

19. The formulation of claim 18, wherein the histidine acetate buffer is pH 5.7 and the 

histidine acetate concentration in the buffer is 20mM, and wherein the concentration of 

sucrose in the formulation is 175 mM and the concentration of polysorbate 20 is 0.03%. 

20. The formulation of claim 19, wherein the anti-ILl 3 antibody comprises three heavy chain 

CDRs, CDR-H1 having the amino acid sequence of SEQ ID NO.: 1, CDR-H2 having the 

amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino acid sequence of 

SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having the amino acid sequence of 

SEQ ID NO.: 4, CDR-L2 having the amino acid sequence of SEQ ID NO.: 5, and CDR-

L3 having the amino acid sequence of SEQ ID NO.: 6. 

21. The formulation of claim 20, wherein the anti-ILl 3 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7. 

22. The formulation of claim 20, wherein the anti-ILl 3 antibody comprises a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

23. The formulation of claim 21, wherein the anti-IL13 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10. 
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24. The formulation of claim 22, wherein the anti-ILl 3 antibody comprises a light chain 

having the amino acid sequence of SEQ ID NO.: 14. 

25. The formulation of claim 20, wherein the anti-IL13 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

26. The formulation of claim 25, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10 and a light chain having the amino 

acid sequence ofSEQ ID NO.: 14. 

27. The formulation of claim 20 which has a viscosity of less than 15 centipoise (cP) at 25°C. 

28. The formulation of claim 16, wherein the concentration of antibody is 125 mg/mL. 

29. The formulation of claim 16, wherein the concentration of antibody is 150 mg/mL. 

30. A formulation comprising an anti-ILl 3 antibody having extended stability, wherein the 

antibody concentration is at least 100 mg/mL and the viscosity is less than 15 centipoise 
(cP) at 25°C. 

31. The formulation of claim 30, wherein the anti-ILl 3 antibody is stable for at least one year 
at 5°C. 

32. The formulation of claim 31, wherein the anti-IL13 antibody is stable for at least two 
years at 5°C. 

33. The formulation of claim 32, wherein the anti-ILl 3 antibody is stable for three years at 
5°C. 

34. The formulation of claim 30, wherein the anti-IL13 antibody is stable for at least four 

weeks at 25°C, or at least 8 weeks at 25°C, or at least 12 weeks at 25°C, or for 26 weeks 
at4°C. 

35. The formulation of claim 30 comprising histidine acetate buffer, ph 5.4 to 6.0, wherein 

the histidine acetate concentration in the buffer is between 5 mM and 40 mM. 

36. The formulation of claim 35, further comprising a polyol and a surfactant, wherein the 

concentration of the polyol in the formulation is between 100 mM and 200 mM and the 

concentration of the surfactant in the formulation is between 0.01% and 0.1%. 

37. The formulation of claim 36, wherein the polyol is sucrose and the surfactant is 

polysorbate 20. 
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38. The formulation of claim 37, wherein the histidine acetate buffer is pH 5.7 and the 

histidine acetate concentration in the buffer is 20mM, and wherein the concentration of 

sucrose in the formulation is 175 mM and the concentration of polysorbate 20 is 0.03%. 

39. The formulation of claim 38, wherein the concentration of antibody is 125 mg/mL. 

40. The formulation of claim 39, wherein the anti-ILl 3 antibody comprises three heavy chain 

CDRs, CDR-H1 having the amino acid sequence of SEQ ID NO.: 1, CDR-H2 having the 

amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino acid sequence of 

SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having the amino acid sequence of 

SEQ ID NO.: 4, CDR-L2 having the amino acid sequence of SEQ ID NO.: 5, and CDR-

L3 having the amino acid sequence ofSEQ ID NO.: 6. 

41. The formulation of claim 38, wherein the concentration of antibody is 150 mg/mL. 

42. The formulation of claim 41, wherein the anti-ILl 3 antibody comprises three heavy chain 

CDRs, CDR-H1 having the amino acid sequence of SEQ ID NO.: 1, CDR-H2 having the 

amino acid sequence of SEQ ID NO.: 2, and CDR-H3 having the amino acid sequence of 

SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 having the amino acid sequence of 

SEQ ID NO.: 4, CDR-L2 having the amino acid sequence ofSEQ ID NO.: 5, and CDR-

L3 having the amino acid sequence of SEQ ID NO.: 6. 

43. A fonnulation comprising an anti-IL13 antibody having extended stability in 20 mM 

histidine acetate buffer, pH 5.7, 175 mM sucrose, 0.03% polysorbate 20, wherein the 

concentration of antibody in the formulation is 125 mg/mL and the viscosity of the 

fonnulation is less than 15 centipoise (cP) at 25°C, and wherein the anti-ILl3 antibody 

comprises three heavy chain CDRs, CDR-H1 having the amino acid 

sequence of SEQ ID NO.: 1, CDR-H2 having the amino acid sequence of SEQ ID NO.: 

2, and CDR-H3 having the amino acid sequence of SEQ ID NO.: 3, and three light chain 

CDRs, CDR-L1 having the amino acid sequence ofSEQ ID NO.: 4, CDR-L2 having the 

amino acid sequence ofSEQ ID NO.: 5, and CDR-L3 having the amino acid sequence of 

SEQ ID NO.: 6. 

44. The fonnulation of claim 43, wherein the anti-ILl 3 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 
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45. The formulation of claim 44, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10 and a light chain having the amino 

acid sequence of SEQ ID NO.: 14. 

46. A fonnulation comprising an anti-IL13 antibody having extended stability in 20 mM 

histidine acetate buffer, pH 5.7, 175 mM sucrose, 0.03% polysorbate 20, wherein the 

concentration of antibody in the fonnulation is 150 mg/mL and the viscosity of the 

formulation is less than 15 centipoise (cP) at 25°C, and wherein the anti-IL13 antibody 

comprises three heavy chain CDRs, CDR-H1 having the amino acid sequence of SEQ ID 

NO.: 1, CDR-H2 having the amino acid sequence of SEQ ID NO.: 2, and CDR-H3 

having the amino acid sequence of SEQ ID NO.: 3, and three light chain CDRs, CDR-L1 

having the amino acid sequence of SEQ ID NO.: 4, CDR-L2 having the amino acid 

sequence ofSEQ ID NO.: 5, and CDR-L3 having the amino acid sequence ofSEQ ID 

NO.: 6. 

47. The fonnulation of claim 46, wherein the anti-ILl 3 antibody comprises a heavy chain 

variable region having the amino acid sequence of SEQ ID NO.: 7 and a light chain 

variable region having the amino acid sequence of SEQ ID NO.: 9. 

48. The formulation of claim 47, wherein the anti-ILl 3 antibody comprises a heavy chain 

having the amino acid sequence of SEQ ID NO.: 10 and a light chain having the amino 

acid sequence of SEQ ID NO.: 14. 

49. An article of manufacture comprising the formulation of any one of claims 1-48 and a 

subcutaneous administration device, wherein the subcutaneous administration device 

comprises a prefilled syringe. 

50. The article of manufacture of claim 49 wherein the prefilled syringe comprises a glass 

barrel, a needle, and a needle shield. 

51. The article of manufacture of claim 50 further comprising a plunger rod and a plunger 

stopper. 

52. The article of manufacture of claim 51 further comprising a needle safety device. 

53. The article of manufacture of any one of claims 50-52 wherein the glass barrel comprises 

borosilicate glass and contains about 0.3 mL, about 1.0 mL, or about 2.0 mL of the 

formulation. 
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54. The article of manufacture of any one of claims 51 -53 wherein the plunger stopper 

comprises 4023/50 rubber and ethylene-tetrafluoroethylene coating. 

55. The article of manufacture of any one of claims 50-54 wherein the needle is staked-in, 

stainless steel, 27G thin-wall, 1/2 inch long, and 5-bevel tip. 

56. The article of manufacture of any one of claims 50-55 wherein the needle shield is rigid 

and comprises an elastomeric component, FM27/0, and rigid polypropylene shield. 

57. Use of an effective amount of the formulation of any one of claims 1-48 in the 

manufacture of a medicament for treating asthma in-a patient. 

58. The use of claim 57 wherein the effective amount is 0.3 mL, one mL or two mL or about 

0.3 mL, about one mL or about two mL. 

59. Use of an effective amount of the fonnulation of any one of claims 1-48 in the 

manufacture of a medicament for treating idiopathic pulmonary fibrosis in a patient. 

60. The use of claim 59 wherein the effective amount is 0.3 mL, one mL or two mL or about 

0.3 mL, about one mL or about two mL. 

61. The formulation of any one of claims 1-48 wherein said formulation is formulated for 

subcutaneous administration. 

62. The fonnulation of any one of claims 1 -48 or 61; the article of manufacture of any one of 

claims 49-56, or the use of any one of claims 57-60, wherein the anti-ILl 3 antibody is 

lebrikizumab. 
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