CLAIMS

1. A glucocorticoid contained in a delayed-release dosage form for use in the treatment gt a

and wherein the delayed-release dosage form has a drug release behaviour whigh i
independent from pH. ‘

2. A glucocorticoid contained in a delayed-release dosage form for use in the treatment of a
patient suffering from morning stiffness and pain due to an underlying pheumatic disease
and/or osteoarthritis, wherein said treatment is to be administered ong€ daily for at least two
weeks and wherein the delaved-release dosage form has a drug reledse behaviour which is
independent from pH.

3. A glucocorticoid contained in a delayed-release dosage form for use in the treatment of a
patient having daily fluctuations in Interleukin 6 levels duefo underlying inflammation,
wherein said treatment is to be administered once daily fof at least two weeks and wherein
the delayed-release dosage form has a drug release behgviour which is independent from pH.

4. A glucocorticoid contained in a delayed-release doghge form for use according to claim 3,
wherein the delayed release dosage form 1s to be Administered such that the glucocorticoid is
released at or before the time when the patient’Interleukin 6 level is at a daily peak, e.g.
between 4 and 8 a.m.

5. A glucocorticoid contained in a delayed-
claims 1 to 4, wherein said treatment 1
for at least eight weeks, for at least tyk

elease dosage form for use according to any of
/o be administered once daily for at least four weeks,
lve weeks or for at least twelve months.

6. A glucocorticoid contained in a délayed-release dosage form for use according to any one of
the previous claims, wherein th€ rheumatic disease is rheumatoid arthritis, ankylosating
spondylitis and/or polymyalgfa rheumatica.

7. A glucocorticoid containgd in a delayed-release dosage form for use according to any one of
the previous claims, whfrein said patient has or has not been treated previously with a oral
immediate release glgcocorticoid, and/or a NSAID, a DMARD, a TNFeq inhibitor, an IL-1
inhibitor, an IL-6 ighibitor, an analgetic agent, or combinations thereof,

8. A glucocorticojfl contained in a delayed-release dosage form for use according to any one of

the previous glaims, wherein said treatment is to be administered with an effective amount of

a NSAID, #DMARD, a TNFa inhibitor, an 1L-1 inhibitor, an IL-6 inhibitor, an analgetic

agent, orfombinations thereof.

Aime of equal or less than 2 hours after the lag time is reached.
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A glucocorticoid contained in a delayed-release dosage form for use according to any one gd
the previous claims, wherein the delayed release dosage form is a tablet or a capsule and/gr
comprises a non-soluble/ non-swellable coating and a core comprising the active agent dnd a
disintegrant and/or a swelling agent,

A glucocorticoid contained in a delayed-release dosage form for use according tgfany one of
the previous claims, wherein the glucocorticoid is cortisone, hydrocortisone, prgdnisone,
prednisolone, methylprednisolone, budesonide, dexamethasone, fludrocortisgfle, fluocor-
tolone, cloprednole, deflazacort, triamcinolone, preferably prednisone or p dmsolone and
the corresponding salts and esters thereof.

A glucocorticoid contained in a delayed-release dosage form for use gCcording to any one of
the previous claims, wherein said patient suffars from mﬂammatzo

A gluc:ocorticoid contained in a delayed-release dosage form foy Juse according fo any one of
the previous claims, wherein the glucocorticoid is to be adm1 istered in the evening,
preferably between 9:00 pm and 11:00 pm.

A glucorticoid contained in a delayed-release dosage fofm for use according to claim 4 or 5,
wherein the increased Interleukin 6 levels are caused By a rheumatic disease, e.g. wherein the
rheumatic disease is selected from the group consiging of rheumatoid arthritis, ankylosating
spondylitis, polymyalgia rheumatica, and combinétions thereof.

Use of a glucocorticoid contained in a delayed-release dosage form in the manufacture of a
medicament for treatment of a patient suffeying from signs and symptoms of an underlying
rheumatic disease and/or ostheoarthritis Wherein said treatment is to be administered once
daily for at least two weeks and whereiyf the delayed-release dosage form has a drug release
behaviour which is independent fromybH.

Use of a glucocorticoid contained/in a delayed-release dosage form in the manufacture of a
medicament for treatment of a patient suffering from moming stiffness and pain due to an
underlying rtheumatic diseasefind/or osteoarthritis wherein said treatment is to be administer-
ed once daily for at least twb weeks and wherein the delayed-release dosage form has a drug
release behaviour which 3 independent from pH.

Use of a glucocorticgdd contained in a delayed-release dosage form in the manufacture of a
medicament for tregfment of a patient having daily fluctuations in Interleukin 6 levels due to
underlying inflargfnation wherein said treatment is to be administered once daily for at least
two weeks and fherein the delayed-release dosage form has a drug release behaviour which
is independeyf from pH.

Use accopfling to claim 17, wherein the delayed release dosage form is to be administered
such that the glucocorticoid is released at or before the time when the patient’s Interleukin 6

level #& at a daily peak, e.g. between 4 and 8 a.m.

J&e according to any one of claims 15-18, wherein said medicament is to be administered
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once daily for at least four weeks, for at least eight weeks, for at least twelve weeks or for gf
least twelve months. /

. Use according to any one of claims 15-19, wherein the rheumatic disease is rheumat

arthritis, ankylosating spondylitis and/or polymyalgia rheumatica.

Use according to any one of claims 15-20, wherein said patient has or has not b# en treated
previously with a oral immediate release glucocorticoid, and/or a NSAID, a PMARD, a
TNFa inhibitor, an IL-1 inhibitor, an IL-6 inhibitor, an analgetic agent, or ghmbinations
thereof.

Use according to any one of claims 15-21, wherein the medicament ffither comprises an
effective amount of a NSAID, a DMARD. a TNFwinhibitor, an 1L A inhihitor, an IL-4
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inhibitor, an analgetic agent, or combmatlons thereof.

Use according to any one of claims 15-22, wherein the delaygt -release dosage form has a lag
time of from 2 hours to 6 hours, preferably of from 3 hoursfo 5 hours after administration
and/or a dissolution time of equal or less than 2 hours aftgf the lag time is reached.

. Use according to any one of claims 15-23, wherein the delayed release dosage form is a

tablet or a capsule and/or comprises a non-soluble/ Aon-swellable coating and a core
comprising the active agent and a disintegrant ang/or a swelling agent.

Use according to any one of claims 15-24, wjferein the glucocorticoid is cortisone, hydro-
cortisone, prednisone, prednisolone, methyjfprednisolone, budesonide, dexamethasone,
fludrocortisone, fluocortolone, clopredngle, deflazacort, triamcinolone, preferably prednisone
or prednisolone, and the corresponding#alts and esters thereof.

Use according to any one of claimg/5-25, wherein said patient suffers from inflammation.

. Use according to any one of clgfms 15-26, wherein the glucocorticoid is to be administered in

the evening, preferably 9:00 pm and 11:00 pm.

Use according to claim 1 Yor 18, wherein the increased Interleukin 6 levels are caused by a
rheumatic disease, e.g. #herein the rheumatic disease is selected from the group consisting of
rheumatoid arthritis, ghkylosating spondylitis, polymyalgia rheumatica, and combinations
thereof.
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What is claimed is:

1. An invention not claimed in any divisional application.



