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From a Double-Blind, Randomized, Parallel Group Study

. . . Table 2. Primary and secondary efficacy end ts (DAl and CAD
Double-blind randomized trial. = = i
Patients with mild-moderately active ulcerative colitis were . ° e
. y . . Primary efficacy end point
randomly assigned to: beclomethasone dipropionate (BDP) 5mg once DA responders at week 4 (ITT poputation) 84 (E4.6%) 90 (66.2%) 1% 130010988 078
daily for 4 weeks and then every other day for another 4 weeks vs e S R RS R e
. . Secondary efficacy end points (ITT population)

oral prednisone (PD) 40mg once daily for 2 weeks tapered of 10 mg tionte with DAL <1 2t ook 4 P TR . T =
every 2 weeks during the 8-week Study period. Changa in DAL fotal score at week 44 317 a7s 0.58 0.09101.07 .02
5ASA allowed to be continued. Thiopurines, steroids or TNFinhibitors s i =he 2 oL o

o ] . Change in CAIl fotal score at week & -358 432 0.74 01210136 0.2
whithin previous 3 months (6 months for TNF) were not permitted. T e A R R e R R TR R T TSP TR G

protocel.
Chnical response was defined as & DAl score <3 or a reduction In ihe DAI score by at least 3 points for patients wiih a baseline DAL 27,
Primary endpoints: Non-inferiority of BDP vs PD in terms of DAI s AE e AR R R
score reduction by at least 3 points at week 4. P<0.001
P<0.001
il 1 [Oeseop

Results: N=282 = ] @ PD
- DAl response rates at week 4: 64.6% DBP vs 66.2% PD, 74 s

demonstrating non-inferiority p=0.78. 8
- Steroid related adverse events and cortisol <150nmol/L at week A ”'I
4 were comparable between groups. 2
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Conclusion: '

BDP was non-inferior to PD in the treatment of mild-moderate active PR Vika
ulcerative colitis with good safety profile in both groups. wask @ w——k

Figure 2. The total mean Dsease Actvity Index {DAI) score at baseline
and week 4. Bars represent s.d.
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