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Recruitment Details

Results First Received: April 29, 2013

Interventional

Allocation: Randomized; Endpoint Classification: Safety/Efficacy Study;
Intervention Model: Parallel Assignment;

Masking: Double Blind (Subject, Caregiver, Investigator, Outcomes Assessor);
Primary Purpose: Treatment

Colitis, Ulcerative

Other: Placebo

Drug: Golimumab 1 mg per kg
Drug: Golimumab 2 mg per kg
Drug: Golimumab 4 mg per kg

Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and locations

No text entered.

Pre-Assignment Details

Significant events and approaches for the overall study following participant enroliment, but prior to group assignment

No text entered.

Reporting Groups

Placebo

Description

Matching placebo for golimumab, intravenous (1V) (through a vein in the arm) infusion

administered at Week 0.

Golimumab 1 Milligram (mg) Per Kilogram (kg) = Golimumab 1 mg per kg intavenous infusion was administered at Week 0.
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Golimumab 2 mg Per kg Golimumab 2 mg per kg intravenous infusion was administered at Week 0.

Golimumab 4 mg Per kg Golimumab 4 mg per kg intavenous infusion was administered at Week 0.

Participant Flow: Overall Study

Placebo Golimumab 1 Milligram (mg) Per Kilogram Golimumab 2 mg Per Golimumab 4 mg Per
(kg) kg kg
STARTED 77 62 75 77
COMPLETED 69 57 70 74
NOT COMPLETED 8 5 5 3
Withdrawal of 2 2 2 0
consent
- 6
unspecified 3 2 2
0
Lost to Follow-up 0 1 1

B Baseline Characteristics

=| Hide Baseline Characteristics

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description
Placebo Matching placebo for golimumab, intravenous (1V) (through a vein in the arm) infusion administered at Week 0.
Golimumab 1 mg Per kg = Golimumab 1 mg per kg intavenous infusion was administered at Week 0.
Golimumab 2 mg Per kg | Golimumab 2 mg per kg intravenous infusion was administered at Week 0.
Golimumab 4 mg Per kg = Golimumab 4 mg per kg intavenous infusion was administered at Week 0.

Total Total of all reporting groups

Baseline Measures

Golimumab 1 mg Per kg Golimumab 2 mg Per kg Golimumab 4 mg Per kg

Placebo Total

Nur.nber of .P-artlmpants 77 62 75 77 291
[units: participants]
Age
[units: Years] 40.9 (12.58) 40.7 (15.51) 42.3 (13.14) 39.9 (14.07) 41 (13.74)
Mean (Standard
Deviation)
Gender
[units: Participants]

Female 30 21 39 27 17

Male 47 41 36 50 174
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P Outcome Measures
=| Hide All Outcome Measures

1. Primary: Number of Participants With Clinical Response [ Time Frame: Week 6 ]

Measure Type Primary
Measure Title Number of Participants With Clinical Response

Measure Description = Clinical response is defined as decrease from baseline in Mayo score by greater than or equal to 30 percent and
greater than or equal to 3, with either a decrease from baseline in rectal bleeding sub-score of greater than or equal to
1 or a rectal bleeding sub-score of 0 or 1. The Mayo score is sum of 4 sub-scores (i.e., stool frequency, rectal
bleeding, endoscopic findings, and a physician’s global assessment); each rated on a scale from 0 to 3, with higher
scores indicating more severe disease. The total Mayo score value ranges from 0 to 12.

Time Frame Week 6

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

The efficay analysis population included all the participants who were randomly assigned to receive study medication. Here ‘N’ signifies

participants who were evaluated for this outcome measure.

Reporting Groups
Description
Placebo Matching placebo for golimumab, intravenous (1V) (through a vein in the arm) infusion administered at Week 0.
Golimumab 1 mg Per kg | Golimumab 1 mg per kg intravenous infusion was administered at Week 0.
Golimumab 2 mg Per kg | Golimumab 2 mg per kg intravenous infusion was administered at Week 0.

Golimumab 4 mg Per kg = Golimumab 4 mg per kg intravenous infusion was administered at Week 0.

Measured Values

Placebo Golimumab 1 mg Per Golimumab 2 mg Per Golimumab 4 mg Per
kg kg kg
Number of Participants Analyzed 73 61 75 77

[units: participants]

Number of Participants With Clinical
Response 22 22 33 32

[units: Participants]

Statistical Analysis 1 for Number of Participants With Clinical Response

Groups ['1 | Placebo vs. Golimumab 1 mg Per kg
Method [21 = Chi-squared

P Value 31 = 0.467

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:
No text entered.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:
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No text entered.

Statistical Analysis 2 for Number of Participants With Clinical Response

Groups [ | Placebo vs. Golimumab 2 mg Per kg
Method [2] = Chi-squared

P Value [3] = 0.081

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:
No text entered.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

No text entered.

Statistical Analysis 3 for Number of Participants With Clinical Response

Groups [11 | Placebo vs. Golimumab 4 mg Per kg
Method [2] = Chi-squared

P Value [31 = 0.145

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:
No text entered.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

No text entered.

2. Secondary: Number of Participants With Clinical Remission [ Time Frame: Week 6 ]

Measure Type Secondary
Measure Title Number of Participants With Clinical Remission

Measure Description = Clinical remission is defined as a Mayo score of less than or equal to 2, with no individual sub-score greater than 1.
The Mayo score is sum of 4 sub-scores (i.e., stool frequency, rectal bleeding, endoscopic findings, and a physician’s
global assessment); each rated on a scale from 0 to 3, with higher scores indicating more severe disease. The total
Mayo score value ranges from 0 to 12.

Time Frame Week 6

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

The efficay analysis population included all the participants who were randomly assigned to receive study medication. Here ‘N’ signifies
participants who were evaluated for this outcome measure.
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Reporting Groups
Description
Placebo Matching placebo for golimumab, intravenous (1V) (through a vein in the arm) infusion administered at Week 0.
Golimumab 1 mg Per kg = Golimumab 1 mg per kg intravenous infusion was administered at Week 0.
Golimumab 2 mg Per kg | Golimumab 2 mg per kg intravenous infusion was administered at Week 0

Golimumab 4 mg Per kg = Golimumab 4 mg per kg intravenous infusion was administered at Week 0.

Measured Values

Placebo Golimumab 1 mg Per Golimumab 2 mg Per Golimumab 4 mg Per
kg kg kg
Number of Participants Analyzed 73 61 75 77

[units: participants]

Number of Participants With Clinical
Remission 8 6 12 10
[units: Participants]

Statistical Analysis 1 for Number of Participants With Clinical Remission

Groups [ | Placebo vs. Golimumab 1 mg Per kg
Method [21 = Chi-squared

P Value [31  0.832

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:
No text entered.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

No text entered.

Statistical Analysis 2 for Number of Participants With Clinical Remission

Groups [11 | Placebo vs. Golimumab 2 mg Per kg
Method [21 = Chi-squared

P Value [31  0.370

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:
No text entered.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

No text entered.

Statistical Analysis 3 for Number of Participants With Clinical Remission

Groups [11 | Placebo vs. Golimumab 4 mg Per kg
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Method [21  Chi-squared

P Value [3] 0.702

[1] Additional details about the analysis, such as null hypothesis and power calculation:
No text entered.

[2] Other relevant method information, such as adjustments or degrees of freedom:
No text entered.

[3] Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical
significance:

No text entered.

B> Serious Adverse Events

=| Hide Serious Adverse Events

Time Frame Baseline up to Week 16

Additional Description = No text entered.

Reporting Groups
Description
Placebo Matching placebo for golimumab, intravenous (1V) (through a vein in the arm) infusion administered at Week 0.
Golimumab 1 mg Per kg | Golimumab 1 mg per kg intravenous infusion was administered at Week 0.
Golimumab 2 mg Per kg | Golimumab 2 mg per kg intravenous infusion was administered at Week 0.

Golimumab 4 mg Per kg = Golimumab 4 mg per kg intravenous infusion was administered at Week 0.

Serious Adverse Events

Placebo Golimumab 1 mg Per Golimumab 2 mg Per Golimumab 4 mg Per
kg kg kg
Total, serious adverse events
# participants affected / at risk 3/77 (3.90%) 2/63 (3.17%) 3/74 (4.05%) 3/76 (3.95%)
Blood and lymphatic system disorders
Anaemia "
0,
# participants affected / at risk 1177 (1.30%) 0/63 (0.00%) 0/74 (0.00%) 0/76 (0.00%)
Gastrointestinal disorders
Colitis ulcerative "1
0,
# participants affected / at risk 1177 (1.30%) 2/63 (3.17%) 2/74 (2.70%) 0/76 (0.00%)
Gastrointestinal haemorrhage *1
0,
# participants affected / at risk 0/77 (0.00%) 0/63 (0.00%) 1/74 (1.35%) 0/76 (0.00%)
Subileus 1
0,
# participants affected / at risk 1177 (1.30%) 0/63 (0.00%) 0/74 (0.00%) 0/76 (0.00%)
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Infections and infestations

Cellulitis "1

# participants affected / at risk

Sepsis 1

# participants affected / at risk

0/77 (0.00%)

0/77 (0.00%)

Injury, poisoning and procedural

complications

Multiple Injuries "

# participants affected / at risk

1177 (1.30%)

Renal and urinary disorders

Nephrolithiasis "1

# participants affected / at risk

0/77 (0.00%)

* Events were collected by non-systematic assessment
1 Term from vocabulary, MedDRA Version 12.0

B Other Adverse Events
=| Hide Other Adverse Events

Time Frame

Additional Description

Frequency Threshold

Threshold above which other adverse events are reported

Reporting Groups

Placebo
Golimumab 1 mg Per kg
Golimumab 2 mg Per kg

Golimumab 4 mg Per kg

Other Adverse Events

Baseline up to Week 16

No text entered.

Description

2%

0/63 (0.00%)

0/63 (0.00%)

0/63 (0.00%)

0/63 (0.00%)

0/74 (0.00%)

0/74 (0.00%)

0/74 (0.00%)

0/74 (0.00%)
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1176 (1.32%)

1176 (1.32%)

0/76 (0.00%)

1176 (1.32%)

Matching placebo for golimumab, intravenous (IV) (through a vein in the arm) infusion administered at Week 0.

Golimumab 1 mg per kg intravenous infusion was administered at Week 0.

Golimumab 2 mg per kg intravenous infusion was administered at Week 0.

Golimumab 4 mg per kg intravenous infusion was administered at Week 0.

Placebo

Total, other (not including serious) adverse

events

# participants affected / at risk

15/77 (19.48%)

Blood and lymphatic system disorders

L
Anaemia "

# participants affected / at risk

Leukopenia 1

1177 (1.30%)

Golimumab 1 mg Per
kg

13/63 (20.63%)

1/63 (1.59%)

https://clinicaltrials.gov/ct2/show/results/NCT00488774?term=C0524T 16&rank=2&sect=X4012356#othr

Golimumab 2 mg Per
kg

15/74 (20.27%)

2174 (2.70%)

Golimumab 4 mg Per
kg

9/76 (11.84%)

0/76 (0.00%)
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# participants affected / at risk 0/77 (0.00%) 2/63 (3.17%) 0/74 (0.00%) 1/76 (1.32%)

Gastrointestinal disorders

Colitis ulcerative "1

# participants affected / at risk 2/77 (2.60%) 2/63 (3.17%) 3/74 (4.05%) 0/76 (0.00%)
Nausea "'
# participants affected / at risk 2/77 (2.60%) 0/63 (0.00%) 1/74 (1.35%) 2/76 (2.63%)

General disorders

Fatigue o

# participants affected / at risk 2/77 (2.60%) 1/63 (1.59%) 0/74 (0.00%) 0/76 (0.00%)
Pyrexia 1

# participants affected / at risk 0/77 (0.00%) 1/63 (1.59%) 2/74 (2.70%) 0/76 (0.00%)

Infections and infestations

Nasopharyngitis 1

# participants affected / at risk 1/77 (1.30%) 1/63 (1.59%) 0/74 (0.00%) 2/76 (2.63%)
Pharyngitis 1
# participants affected / at risk 0/77 (0.00%) 1/63 (1.59%) 3/74 (4.05%) 0/76 (0.00%)

Upper respiratory tract infection 1
# participants affected / at risk 1177 (1.30%) 2/63 (3.17%) 0/74 (0.00%) 1/76 (1.32%)

Investigations
Haematocrit decreased * 1
# participants affected / at risk 2/77 (2.60%) 0/63 (0.00%) 0/74 (0.00%) 0/76 (0.00%)

Haemoglobin decreased 1

# participants affected / at risk 2/77 (2.60%) 0/63 (0.00%) 0/74 (0.00%) 0/76 (0.00%)

Nervous system disorders

Headache "

# participants affected / at risk 1177 (1.30%) 1/63 (1.59%) 3/74 (4.05%) 2/76 (2.63%)
Respiratory, thoracic and mediastinal
disorders
Cough 1
# participants affected / at risk 0/77 (0.00%) 2/63 (3.17%) 3/74 (4.05%) 1/76 (1.32%)

Oropharyngeal pain * !
# participants affected / at risk 0/77 (0.00%) 0/63 (0.00%) 2/74 (2.70%) 1176 (1.32%)

Skin and subcutaneous tissue disorders

Eczema !

# participants affected / at risk 0/77 (0.00%) 2/63 (3.17%) 0/74 (0.00%) 0/76 (0.00%)
Pruritus '

# participants affected / at risk 477 (5.19%) 1/63 (1.59%) 0/74 (0.00%) 1/76 (1.32%)

* Events were collected by non-systematic assessment
1 Term from vocabulary, MedDRA Version 12.0

B Limitations and Caveats
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Limitations of the study, such as early termination leading to small numbers of participants analyzed and technical problems with measurement
leading to unreliable or uninterpretable data

Data collection was not considered complete for primary outcome measure because study was terminated prematurely.

B More Information

=| Hide More Information

Certain Agreements:

Principal Investigators are NOT employed by the organization sponsoring the study.

There IS an agreement between Principal Investigators and the Sponsor (or its agents) that restricts the PI's rights to discuss or publish trial
results after the trial is completed.

The agreement is:

The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can
I:l embargo communications regarding trial results for a period that is less than or equal to 60 days. The sponsor cannot require
changes to the communication and cannot extend the embargo.

The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can
I:l embargo communications regarding trial results for a period that is more than 60 days but less than or equal to 180 days. The
sponsor cannot require changes to the communication and cannot extend the embargo.

Other disclosure agreement that restricts the right of the Pl to discuss or publish trial results after the trial is completed.

d Restriction Description: Twelve months after study ends, Sponsor will be provided with a copy of materials at least 45 days prior to
submission, with details of proposed date, journal or conference name of publication & it will have 30 days post receipt to send written
request that publication be delayed on the basis it exposes intellectual property that requires propriety protection but it will be only for
60 days after which Investigator will be free to publish. The participation of Sponsor will be acknowledged.

Results Point of Contact:

Name/Title: Senior Director
Organization: Janssen Research & Development
phone: 215-793-7540

Publications automatically indexed to this study by ClinicalTrials.gov Identifier (NCT Number):

Rutgeerts P, Feagan BG, Marano CW, Padgett L, Strauss R, Johanns J, Adedokun OJ, Guzzo C, Zhang H, Colombel JF, Reinisch W, Gibson PR,
Sandborn WJ; PURSUIT-IV study group. Randomised clinical trial: a placebo-controlled study of intravenous golimumab induction therapy for
ulcerative colitis. Aliment Pharmacol Ther. 2015 Sep;42(5):504-14. doi: 10.1111/apt.13291. Epub 2015 Jun 29.
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Disclaimer
Information in this posting shall not be considered to be a claim for any marketed product. Some

information in this posting may differ from, or not be included in, the approved labeling for the
product. Please refer to the full prescribing information for indications and proper use of the
product.



