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CLAIMS

1. An antibody for use in the treatment of rheumatuithritis in a subject in need

4.

thereof, wherein,

0] the subject has not previously been administerdid tocilizumab or has been
administered with tocilizumab for less than threanths, and does not have
anemia; and

(i) the antibody is to be administered at
a. 162 mg of tocilizumab once per week subcutaneduasiige subject; or

b. 8 mg/kg of tocilizumab once every 4 weeks intravestpto the subject.

An antibody for use in the treatment of rheumatoitiritis in a subject in need

thereof, wherein

0] the subject has not previously been administerdid tocilizumab or has been
administered with tocilizumab for less than threanths, and is from 18 to 34
years old; and

(i) the antibody is to be administered at
a. 162 mg of tocilizumab once per week subcutaneawstlge subject; or

b. 8 mg/kg of tocilizumab once every 4 weeks intravestpto the subject.

An antibody for use in the treatment of rheumatotthritis in a subject in need

thereof, wherein

0] the subject has not previously been administerdid tocilizumab or has been
administered with tocilizumab for less than threanths, and has not been
administered a corticosteroid within 90 days; and

(i) the antibody is to be administered at
a. 162 mg of tocilizumab once per week subcutaneauwstlge subject; or

b. 8 mg/kg of tocilizumab once every 4 weeks intraweshp to the subject.

An antibody for use in the treatment of rheumatoithritis in a subject in need

thereof, wherein

(1) the subject has not previously been administerdd tocilizumab or has been
administered with tocilizumab for less than threanths, and has depression;

and
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(i) the antibody is to be administered at
a. 162 mg of tocilizumab once per week subcutaneawstlge subject; or

b. 8 mg/kg of tocilizumab once every 4 weeks intraweshp to the subject.

5. The antibody for use according to any one of clalrds wherein the antibody is to be

administered at 162 mg of tocilizumab once per wadlcutaneously to the subject.

6. The antibody for use according to any one of clalris wherein the antibody is to be
administered at 8 mg/kg of tocilizumab once evewyeéks intravenously to the

subject.

7. The antibody for use according to any one of clalris wherein the subject has

moderately-to-severely active rheumatoid arthritis.

8. The antibody for use according to any one of clalaTs wherein the subject has not

been administered with sarilumab.

9. The antibody for use according to any one of clalr8 wherein the subject weighs
less than 100 kg.

10.The antibody for use according to any one of clalr® wherein the subject does not
have ankylosing spondylitis, Crohn’s disease, jileadiopathic arthritis, psoriasis,
psoriatic arthritis, ulcerative colitis, chroniaiyphocytic leukemia, non-Hodgkin’s
lymphoma, or giant-cell arteritis.

11.The antibody for use according to any one of claly;n®, and 5-10, wherein the

subject does not have anemia and is from 18 teeassyold.
12.The antibody for use according to any one of clabi;n®, and 5-10, wherein the

subject does not have anemia and has not been iathréd with a corticosteroid

within 90 days.

42



WO 2020/252214 PCT/US2020/037325

13.The antibody for use according to any one of clali;n®, and 5-10, wherein the
subject is from 18 to 34 years old and has not lbelemnistered with a corticosteroid

within 90 days.

14.The antibody for use according to any one of clala®and 5-10, wherein the subject
does not have anemia, has not been administeradaweibrticosteroid within 90 days,

and is from 18 to 34 years old.

15.The antibody for use according to any one of clalnasid 4-10, wherein the subject

does not have anemia and has depression.

16. The antibody for use according to any one of cla®ri®), wherein the subject has

depression and has not been administered withteasteroid within 90 days.

17.The antibody for use according to any one of claZnasid 4-10, wherein the subject is
from 18 to 34 years old and has depression.

18.The antibody for use according to any one of clali;n®, and 4-10, wherein the
subject does not have anemia, has depression &otnid 8 to 34 years old.

19.The antibody for use according to any one of clalnasid 4-10, wherein the subject
does not have anemia, has depression, and haseaddministered with a

corticosteroid within 90 days.

20.The antibody for use according to any one of clalm®, and 4-10, wherein the
subject is from 18 to 34 years old, has depressiod,has not been administered with

a corticosteroid within 90 days.
21.The antibody for use according to any one of clalr29, wherein the subject with

does not have anemia, has not been administeradaweibrticosteroid within 90 days,

is from 18 to 34 years old, and has depression.
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22.The antibody for use according to any one of cle3ys-10, 12, 13, 14, 16, and 19-
20, wherein the within 90 days is within 90 dayshaf subject’s first administration

of tocilizumab.

23.The antibody for use according to any one of cle3ys-10, 12, 13, 14, 16, and 19-

22, wherein the corticosteroid is prednisone.

24.The antibody for use according to any one of claln28, wherein the subject is not

administered with any other DMARD in course of adistration with tocilizumab.

25.The antibody ritis according to any one of claira33l wherein the subject is also
administered with one or more additional DMARDshatibcilizumab.

26.The antibody for use according to claim 25, whetk&one or more additional

DMARDs comprise methotrexate.
27.The antibody for use according to any one of clalr26, wherein the subject
previously had an inadequate response to a comwvethsynthetic DMARD or a

biologic DMARD.

28.The antibody for use according to claim 27, whetk&éconventional synthetic
DMARD is methotrexate.

29.The antibody for use according to claim 27, whetkabiologic DMARD is a TNE&
inhibitor.

30.The antibody for use according to claim 29, whaeeTNFe inhibitor is adalimumab.

31.The antibody for use according to any one of clalr39, wherein the subject has not

previously been administered with tocilizumab.

32.The antibody for use according to any one of clalr39, wherein the subject has

been administered with tocilizumab for less thaedhmonths.
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33.The antibody for use according to claim 32, whetk&subject has been

administered with tocilizumab for less than two riisn

34.The antibody for use according to claim 32, whetkeasubject has been

administered with tocilizumab for less than one thon

35.The antibody for use according to any one of clalr3%, wherein the subject is

female.

36.Use of a tocilizumab in the manufacture of a madieat for treating rheumatoid
arthritis, wherein said tocilizumab is to be adrsiiered to a subject who has not
previously been administered with tocilizumab orowtas been administered with
tocilizumab for less than three months, and doéfiage anemia, and wherein the

tocilizumab is to be administered as follows:

a. 162 mg of tocilizumab once per week to the subjgbgrein the
tocilizumab is administered subcutaneously; or
b. 8 mg/kg of tocilizumab once every 4 weeks to thgestt, wherein

the tocilizumab is administered intravenously.

37.Use of a tocilizumab in the manufacture of a madieat for treating rheumatoid
arthritis, wherein said tocilizumab is to be adrsiered to a subject who has not
previously been administered with tocilizumab os baen administered with
tocilizumab for less than three months, and whoois 18 to 34 years old, and

wherein the tocilizumab is to be administered dsvis:

a.162 mg of tocilizumab once per week to the supyeleerein
the tocilizumab is administered subcutaneously; or
b. 8 mg/kg of tocilizumab once every 4 week&hsubject,

wherein the tocilizumab is administered intravempus

38.Use of a tocilizumab in the manufacture of a madieat for treating rheumatoid
arthritis, wherein said tocilizumab is to be adrsiered to a subject who
has not previously been administered with tociliabnor has been administered with
tocilizumab for less than three months, and hasaeh administered with a
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corticosteroid within 90 days; and wherein thelipemab is to be administered as

follows:

a. 162 mg of tocilizumab once per week to the suipyegherein the
tocilizumab is administered subcutaneously; or

b. 8 mg/kg of tocilizumab once every 4 weeks todhieject,
wherein the tocilizumab is administered intravempus

39.Use of a tocilizumab in the manufacture of a meadieat for treating rheumatoid
arthritis, wherein said tocilizumab is to be adrsiiered to a subject who has not
previously been administered with tocilizumab os baen administered with
tocilizumab for less than three months, and hasedsion, and wherein the

tocilizumab is to be administered as follows:

a. 162 mg of tocilizumab once per week to the suipyeherein the
tocilizumab is administered subcutaneously; or

b. 8 mg/kg of tocilizumab once every 4 weeks todhiject,
wherein the tocilizumab is administered intravempus

40. The use of any one of claims 36-39, whereirsthgect has moderately-to-

severely active rheumatoid arthritis.

41. The use of any one of claims 36-40, whereirsthgect has not been administered

with sarilumab.

42. The use of any one of claims 36-41, whereirsthi®ect weighs less than 100 kg.
43. The use of any one of claims 36-42, whereirsttigect does not have ankylosing
spondylitis, Crohn’s disease, juvenile idiopathithatis, psoriasis, psoriatic arthritis,
ulcerative colitis, chronic lymphocytic leukemiamHodgkin’s lymphoma, or giant-

cell arteritis.

44. The use of any one of claims 36, 37, and 40sh&rein the subject is selected if

the subject does not have anemia and is from B8 tgears old.
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45. The use of any one of claims 36, 38, and 40xh@rein the subject is selected if
the subject does not have anemia and has not beaniatered a corticosteroid

within 90 days.

46. The use of any one of claims 36, 37, and 40xh@rein the subject is selected if
the subject is from 18 to 34 years old and haseeh administered a corticosteroid

within 90 days.

47. The use of any one of claims 36, 37and 39-4&rein the subject is selected if
the subject does not have anemia, has not beemistienéd a corticosteroid within 90

days, and is from 18 to 34 years old.

48. The use of any one of claims 36 and 39-43, &héhe subject is selected if the

subject does not have anemia and has depression.

49. The use of any one of claims 38-43, whereirstligect is selected if the subject

has depression and has not been administeredieostetoid within 90 days.

50. The use of any one of claims 37 and 39-43, @héhe subject is selected if the
subject is from 18 to 34 years old and has depessi

51. The use of any one of claims 36, 37, and 39%h@rein the subject is selected if

the subject does not have anemia, has depresgios &om 18 to 34 years old.

52. The use of any one of claims 36 and 39-43, @hehe subject is selected if the
subject does not have anemia, has depression aanubh been administered a

corticosteroid within 90 days.
53. The use of any one of claims 36, 37, and 39%h@rein the subject is selected if

the subject is from 18 to 34 years old, has depesand has not been administered a

corticosteroid within 90 days.
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54. The use of any one of claims 36-53, whereirstiigect is selected if the subject
does not have anemia, has not been administeredieosteroid within 90 days, is

from 18 to 34 years old, and has depression.

55. The use of any one of claims 38, 40- 43, 4544649, and 52-53, wherein the

within 90 days is within 90 days of the subjecttstfadministration of tocilizumab.

56. The use of any one of claims 38, 40-43, 4544649, and 52-53, wherein the

within 90 days is within 90 days of the selection.

57. The use of any one of claims 38, 40-43, 4544649, and 52-53, wherein the
corticosteroid is prednisone.

58. The use of any one of claims 36-57, whereirstiigect is not to be administered

with any other DMARD in course of administrationtvtocilizumab.

59. The use of any one of claims 36-57, whereirstiigect is to be administered with

one or more additional DMARDs with tocilizumab.

60. The use of claim 59, wherein the one or moditathal DMARDS comprise

methotrexate.

61. The use of any one of claims 36-60, whereirstligect previously had an
inadequate response to a conventional synthetic RBIAr a biologic DMARD.

62. The use of claim 61, wherein the conventiogatteetic DMARD is methotrexate.

63. The use of claim 61, wherein the biologic DMAREa TNFe inhibitor.

64. The use of claim 63, where the Td\iIBhibitor is adalimumab.

65. The use of any one of claims 36-64, whereirstligect has not previously been

administered with tocilizumab.
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66. The use of any one of claims 36-64, whereirstligect has been administered

with tocilizumab for less than three months.

67. The use of claim 64, wherein the subject has laeiministered with tocilizumab

for less than two months.

68. The use of claim 64, wherein the subject has laeiministered with tocilizumab

for less than one month.

69. The use of any one of claims 36-68, wherednsthbject is female.
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