
 ● Both q8w and q12w dosing regimens of UST maintenance therapy 
were effective in reducing and eliminating the use of corticosteroids 
in patients with UC through 4 years

 ● The majority (~95%) of patients in symptomatic remission were 
corticosteroid-free through 4 years of UST treatment

CONCLUSIONS
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BACKGROUND/OBJECTIVE

Ustekinumab (UST) is an interleukin-12/23p40 antagonist that is approved for the treatment of 
Crohn’s disease and ulcerative colitis (UC)

In the UNIFI maintenance study of patients with moderate-to-severe UC, >90% of UST-treated 
patients who achieved clinical remission at Week 44 were corticosteroid-free, an important  
therapeutic goal1,2

In this analysis, we describe the corticosteroid-sparing effects of UST treatment through 4 years 
among patients who were treated in the UNIFI long-term extension (LTE)

METHODS
 ● A total of 284 UST-treated patients completed Week 44 and were treated in the LTE

 ● Placebo (PBO) patients were discontinued after study unblinding following completion of the Week 44 analysis

 ● Efficacy was evaluated using symptomatic remission

 — Mayo stool frequency subscore of 0 or 1 and rectal bleeding subscore of 0

 ● On entry into the maintenance study, all patients receiving corticosteroids were required to initiate tapering as per 
protocol

 ● Through Week 200 of the LTE, symptomatic remission endpoints were analyzed using treatment failure and missing 
data nonresponder imputation

 — Dose adjustment was not considered to be a treatment failure

Figure 1. UNIFI Study Design 
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RESULTS

 ● Of the 284 patients randomized to UST and treated in the LTE, 139 patients were receiving corticosteroids at maintenance baseline

 ● Among patients receiving corticosteroids at maintenance baseline, 79.1% (n=110) of UST patients (combined dosing groups of every 12 weeks 
[q12w] and every 8 weeks [q8w]) were no longer receiving corticosteroids at Week 200

 — 77.9% (53/68) of the q12w group and 80.3% (57/71) of the q8w group were corticosteroid-free at Week 200 (Figure 2)

Figure 2. Corticosteroid-free Patients Through Week 200 Among Patients Receiving Corticosteroids at Maintenance Baselinea,b,c,d
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aAccording to randomized group at maintenance Week 0 regardless if patients had a dose adjustment during the LTE 
bPatients who had an ostomy or colectomy, or discontinued study agent due to lack of therapeutic effect or due to an adverse effect of worsening UC prior to the designated timepoint were not considered to be corticosteroid-free at that timepoint 
cPatients who had a missing value in corticosteroid use prior to the designated timepoint had their last available value carried forward to that timepoint 
dDenominator is the number of patients who were receiving concomitant corticosteroids at maintenance baseline

 ● In the q8w group, average P.Eq doses were 15.4 mg/day at maintenance baseline, and 1.7, 2.3, and 2.8 mg/day at Weeks 44, 152, and  
200, respectively (Figure 3)

 ● In the q12w group, average P.Eq doses were 15.4 mg/day at maintenance baseline, and 1.2, 3.6, and 4.0 mg/day at Weeks 44, 152, and  
200, respectively 

Figure 3. Daily Prednisone-Equivalent Corticosteroid Dose (mg/day) Through Week 200 Among Patients Receiving Corticosteroids Other Than Budesonide and 
Beclomethasone Diproprionate at Maintenance Baselinea,b,c
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aAccording to randomized group at maintenance Week 0 regardless if patients had a dose adjustment during the LTE 
bPatients who had an ostomy or colectomy, or discontinued study agent due to lack of therapeutic effect or due to an adverse effect of worsening UC prior to the designated visit had their Week 0 value of the induction study carried forward to that timepoint 
cPatients who had a missing value in corticosteroid use at a timepoint had their last available value carried forward to that timepoint

 ● Rates of corticosteroid-free symptomatic remission from Week 44 through Week 200 were generally sustained and similar for the q8w and q12w 
maintenance doses (Table 1; Figure 4; Figure 5)

Table 1. Summary of Symptomatic Remission and Corticosteroid-Sparing Effects in Patients Randomized to UST in Maintenance and Treated in the LTE
90 mg  UST SC q12wa 90 mg UST SC q8wa Combined UST

Patients randomized to UST at maintenance baseline who were treated 
in the LTE, N 141 143 284

Patients in symptomatic remission, n/N (%)b,c,d

Week 44 117/141 (83.0) 119/143 (83.2) 236/284 (83.1)
Week 200 96/141 (68.1) 96/143 (67.1) 192/284 (67.6)

Patients in symptomatic remission and not receiving corticosteroids, n/N (%)b,c,d,e

Week 44 111/141 (78.7) 115/143 (80.4) 226/284 (79.6)
Week 200 94/141 (66.7) 91/143 (63.6) 185/284 (65.1)

Patients in symptomatic remission and not receiving corticosteroids among patients receiving corticosteroids at maintenance baseline, n/N (%)b,c,d,e,f 

Week 44 49/68 (72.1) 56/71 (78.9) 105/139 (75.5)
Week 200 39/68 (57.4) 47/71 (66.2) 86/139 (61.9)

Patients who eliminated the use of corticosteroids, n/N (%)e,f

Week 44 61/68 (89.7) 64/71 (90.1) 125/139 (89.9)
Week 200 53/68 (77.9) 57/71 (80.3) 110/139 (79.1)

aAccording to randomized group at maintenance Week 0 regardless of whether patients had a dose adjustment during the LTE.  
bSymptomatic remission is defined as a Mayo stool frequency subscore of 0 or 1 and a rectal bleeding subscore of 0.  
cPatients who had both stool frequency and rectal bleeding subscores missing at a visit were considered not to be in symptomatic remission for that visit.  
dPatients who had an ostomy or colectomy, or discontinued study agent due to lack of therapeutic effect or due to an adverse event of worsening of UC prior to the designated visit were considered not to be in symptomatic remission and were also not considered to have eliminated the use of corticosteroids.  
ePatients who had a missing value in corticosteroid use at the designated visit had their last available value carried forward to the designated visit.  
fDenominator is the number of patients who were receiving concomitant corticosteroids at maintenance baseline

Figure 4. Corticosteroid-free Symptomatic Remission Through Week 200a,b,c,d

Patients Randomized to UST at Maintenance Baseline Who Were Treated in the LTE

Symptomatic Remission: Mayo stool frequency subscore of 0 or 1 and a rectal bleeding subscore of 0

0

20

40

60

80

100

LTE

P
ro

p
o

rt
io

n 
o

f 
P

at
ie

nt
s 

(%
)

Maintenance Week
Dose adjustment allowed from Week 56

92 1046856 116 128 15244124 20 24 28 32 36 401680 80 140 164 176 188 200

41.1

78.7

79.4

71.6 69.5

75.2
70.2 68.8

73.8

66.7
64.5

64.5

63.1 63.8

66.7

35.0

80.4

76.2

80.4
84.6

81.1 81.1

75.5 74.8
72.0

67.8

64.3

67.1 65.0

63.6

UST 90 mg SC q12w (n=141) UST 90 mg SC q8w (n=143)

 
aAccording to randomized group at maintenance Week 0 regardless of whether patients had a dose adjustment during the LTE 
bPatients who had both stool frequency and rectal bleeding subscores missing at a visit were considered not to be in symptomatic remission for that visit 
cPatients who had an ostomy or colectomy, or discontinued study agent due to lack of therapeutic effect or due to an adverse event of worsening of UC prior to the designated visit were considered not to be in symptomatic remission. 
dPatients who had a missing value in corticosteroid use had their last value carried forward

Figure 5. Symptomatic Remission and Corticosteroid-free Symptomatic Remission at Week 200a,b,c

UST 90 mg SC q12w UST 90 mg SC q8w

Of the UST-treated patients who were in symptomatic remission at Week 200, 97.9% (94/96) in the q12w group and 94.8% (91/96) in the q8w group were corticosteroid-free
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aPatients who had both stool frequency and rectal bleeding subscores missing at a visit were considered not to be in symptomatic remission for that visit 
bAccording to randomized group at maintenance Week 0 regardless of whether patients had a dose adjustment during the LTE 
cPatients who had an ostomy or colectomy, or discontinued study agent due to lack of therapeutic effect or due to an adverse event of worsening of UC prior to the designated visit, were considered not to be in symptomatic remission 
dPatients who had a missing value in corticosteroid use at the designated visit had their last available value carried forward to the designated visit 
eDenominator is the number of patients who were receiving concomitant corticosteroids at maintenance baseline


