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American Gastroenterological Association Institute
Medical Position Statement on Corticosteroids,
Immunomodulators, and Infliximab in Inflammatory
Bowel Disease

(Gastroenterology 2006; 130:935-939)
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Recommendations for Corticosteroid Use Mild to
Moderate IBD.

Topical therapy with either hydrocortisone (grade
A) or budesonide (Grade B) is effective for distal
colonic inflammation.

Hik - H&
(ETITHE -
HEIZEED H
2 Fo i T)

A RNTA
DR 7R S

1 4

A RT7A
g

ZhHE - Zh R
(E 7= 132h8E -
hERICBEHE D &
R A IEID)

Mt - H&E
(F7HI1THE -
HAEICEED H
2 Ak A7)

A RTA4
DR P 7R S

ik

Th[E

A K74
g




AR » Rh R
(E7= 13506 -
ZhR I BEE O B
2 o i T)

ik - H&
(E7213 8% -
HAEIZEED H
2 FCifk & )

A RKTA
D IR HLF

1 %

INES|

A RTA
NE:

ZhEE - Zh R
(£7-13%08E -
2h Bz B 0
2 GOk AT)

Hik - H&
(£ -
HAEIZEED H
2 FC )

A RNTA
D R HLF

e

Jn

A K74
NE:

Zhae - 2h
(F7=13%h6E
R %@@%
% sk & )

Mt - H&E
(E 7= 122h8E
RN %@@%
% sk & )

A RNTA v
DR L7 S

1 4

M

A RT7A
>4

e - R
(E7=1X%h6E
2RI %@@%
% Fek & )

ML - A&
(£ -

(B D &
% Gt ik i A7)




A RKTA
D IR PG S
=

3. BEANFITEDENANDNTECHER « IREZHIZTHOWT
(1) EIEA LB, HKYENERBRE TR D AFEKCERE L ORI

1)

2)
3)

1)

2)

3)

4)

<CRROMRFETTIE (RBASLHRBRF ) . BBRRR, STk - % o2

H DL % >

PubMed # % : "budesonide"[MeSH Terms] AND "administration,
rectal"[MeSH Terms] AND foam[All Fields]
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Budesonide foam versus budesonide enema in active ulcerative
proctitis and proctosigmoiditis.

Gross Vet al. Aliment Pharmacol Ther. 2006 Jan 15;23(2):303-12.
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Colonic spread and serum pharmacokinetics of budesonide foam in
patients with mildly to moderately active ulcerative colitis.

Brunner M et al. Aliment Pharmacol Ther. 2005 Sep 1;22(5):463-70.
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Controlled, open, randomized multicenter trial comparing the effects
of treatment on quality of life, safety and efficacy of budesonide foam
and betamethasone enemas in patients with active distal ulcerative
colitis.

Hammond A et al. Hepatogastroenterology. 2004
Sep-Oct;51(59):1345-9.
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Budesonide foam vs. hydrocortisone acetate foam in the treatment of
active ulcerative proctosigmoiditis.




Bar-Meir S et al. Dis Colon Rectum. 2003 Jul;46(7):929-36.
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5) Budesonide Foam for Inducing Remission in Active Mild-to-Moderate
Ulcerative Proctitis or Ulcerative Proctosigmoiditis: Results of Two
Randomized, Placebo-controlled Trials.

Sandborn WJ. ACG Annual Scientific Meeting 2013 (Poster: P441)
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(2) Peer-reviewed journal D#&GL, A & « 7 U v REORERI

American Gastroenterological Association Institute technical review on

corticosteroids, immunomodulators, and infliximab in inflammatory bowel

disease.

Lichtenstein GR et al. Gastroenterology. 2006 Mar;130(3):940-87.
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1)  Guidelines for the management of Inflammatory bowel disease in
Adults
M J Carter, A J Lobo, S P LL Travis, on behalf of the IBD Section of the
British Society of Gastroenterology. Gut 2004;53:v1-v16

4.8.2 Corticosteroids

(Oral prednisolone, prednisone, budesonide (among others), or
intravenous hydrocortisone, methylprednisolone.) Topical
suppositories, foam or liquid enemas include hydrocortisone,
prednisolone metasulphobenzoate, betamethasone, budesonide).
Many strategies attempt to maximise topical effects while limiting
systemic side effects of steroids. Budesonide (Entocort, Budenofalk)
1s a poorly absorbed corticosteroid with limited bioavailability and
extensive first pass metabolism that has therapeutic benefit with
reduced systemic toxicity in ileocaecal CD, or UC.

5.1. Active left sided or extensive UC

For the treatment of active, left sided, or extensive UC-

® Mesalazine 2—4 g daily or balsalazide 6.75 g daily are effective
first line therapy for mild to moderately active disease (grade A).

® Olsalazine 1.5-3 g daily has a higher incidence of diarrhoea in
pancolitis (grade A) and is best for patients with left sided
disease, or intolerance of other 5-ASA.

® Sulphasalazine has a higher incidence of side effects compared
with newer 5-ASA drugs (grade A). Selected patients, such as
those with a reactive arthropathy, may benefit.

® Prednisolone 40 mg daily is appropriate for patients in whom a
prompt response is required, or those with mild to moderately
active disease, in whom mesalazine in appropriate dose has been
unsuccessful (grade B).

® Prednisolone should be reduced gradually according to severity
and patient response, generally over 8 weeks. More rapid
reduction is associated with early relapse (grade C).




® Long term treatment with steroids is undesirable. Patients with
chronic active steroid dependent disease should be treated with
azathioprine 1.5-2.5 mg/kg/day or mercaptopurine 0.75-1.5
mg/kg/day (grade A).

® Topical agents (either steroids or mesalazine) may be added to the

above agents. Although they are unlikely to be effective alone,

they may benefit some patients with troublesome rectal

symptoms (grade B).

® Ciclosporin may be effective for severe, steroid refractory colitis
(grade A) (see section 5.3).

5.2 Active distal UC
The term “distal colitis” applies to disease up to the sigmoid
descending junction, including “proctitis”, meaning disease limited
to the rectum. Patient preference has a greater influence on

management than for extensive colitis, in view of the option of

topical or systemic therapy. Choice of topical formulation should be

determined by the proximal extent of the inflammation

(suppositories for disease to the recto-sigmoid junction, foam or

liguid enemas for more proximal disease) along with patient

preference, such as ease of insertion or retention of enemas.
For the treatment of active, distal UC"
® In mild to moderate disease, topical mesalazine 1 g daily (in

appropriate form for extent of disease) combined with oral
mesalazine 2—4 g daily, olsalazine 1.5-3 g daily, or balsalazide
6.75 g daily, are effective first line therapy (grade A).

® Topical corticosteroids are less effective than topical mesalazine,

and should be reserved as second line therapy for patients who

are intolerant of topical mesalazine (grade A).

® Patients who have failed to improve on a combination of oral
mesalazine with either topical mesalazine or topical
corticosteroids should be treated with oral prednisolone 40 mg
daily. Topical agents may be used as adjunctive therapy in this

situation (grade A).

® Prednisolone should be reduced gradually according to severity
and patient response, generally over 8 weeks (grade C).

® Sulphasalazine 2—4 g daily has a higher incidence of side effects
compared with newer 5-ASA drugs (grade A). Selected patients,
such as those with a reactive arthropathy, may benefit.
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® Topical mesalazine alone or oral mesalazine alone are effective,
but less effective than combination therapy, so combination
therapy is appropriate (grade B).

® Proximal constipation should be treated with stool bulking agents
or laxatives (grade C).
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Summary of Product Characteristics: Budenofalk 2mg/dose rectal

foam http://www.medicines.org.uk/emc/medicine/18725/spc
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