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Study Identification

Unique Protocol ID
Brief Title

Official Title

Secondary IDs

Study Status

Record Verification

Overall Status

CR103796
A Study of Golimumab in Participants With Active Psoriatic Arthritis

A Multicenter, Randomized, Double-blind, Placebo-controlled Trial of Golimumab, an Anti-TNFa

Monoclonal Antibody, Administered Intravenously, in Subjects With Active Psoriatic Arthritis

20714-000242-30, CNTO148PSA3001

2016-01
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Brief Summary
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Keywords

Study Design
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Study Phase
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2017-01-23
2016-01-08
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Janssen Research & Development, LLC

Sponsor

The purpose of this study is to evaluate the efficacy of intravenously (administration of a fluid into
the vein) administered golimumab 2 milligram per kilogram (mg/kg) in participants with active
psoriatic arthritis (a chronic inflammatory arthritis that is associated with psoriasis).

This is a Phase 3, multicenter (when more than one hospital or medical school team work on a
medical research study), randomized (study drug assigned by chance), double-blind (neither the
researchers nor the participants know what treatment the participant is receiving), placebo-
controlled (an inactive substance; a pretend treatment [with no drug in it] that is compared in a
clinical trial with a drug to test if the drug has a real effect) study of golimumab compared with
placebo in participants with active psoriatic arthritis. The study will include 4 phases: Screening
phase (up to 6 weeks), Double-blind placebo-controlled phase (Week 0 to Week 24), Active
treatment phase (Week 24 to Week 52), and Safety follow-up phase (8 weeks from last study drug
administration). Total duration of the study will be 60 weeks per participant. Eligible Participants
will be randomly assigned to either Treatment Group 1: Placebo or Treatment Group 2: Golimumab.
Participants randomized to Placebo Group, will receive intravenous infusions of placebo at Weeks 0,
4,12 and 20. At Week 24, all participants receiving placebo will begin receiving intravenous
infusions of golimumab (2 mg/kg) at Week 24, 28 and thereafter every 8 weeks up to Week 52.
Participants randomized to Golimumab Group, will receive intravenous infusions of golimumab 2
mag/kg at Week 0, 4 and thereafter every 8 weeks up to Week 52. At Week 24, participants
randomized to golimumab Group will receive a placebo infusion to maintain the blind. The efficacy
will be assessed primarily by measuring percentage of participants who achieve a 20 percent
improvement from baseline in the assessment used in active psoriatic arthritis at Week 14.
Participants' safety will be monitored throughout the study.

Psoriatic Arthritis

Psoriatic arthritis
Golimumab
Simponi

Interventional

Treatment

Phase 3

Parallel Assignment

2

Double (Participant, Investigator)
Randomized

440 [Estimated]
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Arms and Interventions

Arms

Placebo Comparator: Treatment Group 1: Placebo

Participants will receive intravenous infusions of placebo at
Weeks 0, 4,12 and 20. At Week 24, all participants receiving
placebo will begin receiving intravenous infusions of golimumab 2
milligram per kilogram (mg/kg) at Week 24, 28 and thereafter
every 8 weeks up to Week 52.

Experimental: Treatment Group 2: Golimumab

Participants will receive intravenous infusions of golimumab 2
mg/kg at Weeks 0, 4 and thereafter every 8 weeks up to Week 52.
At Week 24, participants will receive a placebo infusion to

maintain the blind.

Outcome Measures

Assigned Interventions
Drug: Placebo

* Participants will receive intravenous infusions of placebo at
Weeks 0, 4, 12 and 20 in treatment Group 1 and intravenous
infusions of placebo at Week 24 to maintain the blind in
treatment Group 2.

Drug: Golimumab

Participants will receive intravenous infusions of golimumab
2mg/kg at Weeks 0, 4 and thereafter every 8 weeks up to
Week 52 in treatment Group 2 and intravenous infusions of
golimumab (2mg/kg) at Weeks 24, 28 and thereafter every 8
weeks up to Week 52 in treatment Group 1.

Drug: Placebo

Participants will receive intravenous infusions of placebo at
Weeks 0, 4,12 and 20 in treatment Group 1 and intravenous
infusions of placebo at Week 24 to maintain the blind in

treatment Group 2.

Drug: Golimumab

Participants will receive intravenous infusions of golimumab
2mg/kg at Weeks 0, 4 and thereafter every 8 weeks up to
Week 52 in treatment Group 2 and intravenous infusions of
golimumab (2mg/kg) at Weeks 24, 28 and thereafter every 8
weeks up to Week 52 in treatment Group 1.

Percentage of Participants who Achieve an American College of Rheumatology (ACR) 20

The ACR 20 response is defined as greater or equal to (>=) 20 percent (%) improvement from

baseline in both swollen joint count (66 joints) and tender joint count (68 joints) and >=20%

improvement from baseline in at least 3 of the following 5 assessments: Patient's
assessment of pain (on a 0 to 10 centimeter [cm] scale), Patient's Global Assessment of
Disease Activity (on a 0 to 10 cm scale), Physician's Global Assessment of Disease Activity

(on a 0to 10 cm scale), Patient's assessment of physical function as measured by Disability
Index of the Health Assessment Questionnaire (HAQ-DI) and measurement of a blood test

Primary Outcome Measures 1.
Response at Week 14
called C-reactive protein (CRP).
[Time Frame: Week 14]
Secondary Outcome Measures 1.

DI) score at Week 14

Change from baseline in the Disability Index of the Health Assessment Questionnaire (HAQ-

The HAQ-DI assesses the degree of difficulty a person has in accomplishing tasks in 8
functional areas (dressing, arising, eating, walking, hygiene, reaching, gripping, and activities

of daily living), each scored from 0 (no difficulty) to 3 (inability to perform a task).

[Time Frame: Baseline and week 14]

2. Percentage of Participants who Achieve an ACR 50 Response at Week 14

The ACR 50 response is defined as: greater or equal to (>=) 50 percent (%) improvement from
baseline in both swollen joint count (66 joints) and tender joint count (68 joints) and >=50%

improvement from baseline in at least 3 of the following 5 assessments: Patient's
assessment of pain (on a 0 to 10 cm scale), Patient's Global Assessment of Disease Activity

(on a 0 to 10 cm scale), Physician's Global Assessment of Disease Activity (ona 0 to 10 cm

scale), Patient's assessment of physical function as measured by Disability Index of the
Health Assessment Questionnaire (HAQ-DI) and measurement of a blood test called C-

reactive protein (CRP).
[Time Frame: Week 14]

3. Percentage of Participants achieving Psoriatic Area and Severity Index (PASI) 75 response at

Week 14

The PASI is a system used for assessing and grading the severity of psoriatic lesions and
their response to therapy that is scored from 0 to 72. PASI 75 response is defined as >=75%

improvement in PASI score from baseline.

[Time Frame: Week 14]

4, Change from baseline in total modified van der Heijde-Sharp (vdH-S) score at Week 24

The vdH-S score is the sum of joint erosion score and joint-space narrowing (JSN) score
based on x-rays of both hands and both feet. The total score ranges from 0 to 528 with higher

scores indicating more joint damage. For the change from baseline, positive values show an

increase in damage.

[Time Frame: Baseline and Week 24]

5. Change from baseline in 36-item short form health survey (SF-36) physical Component
Summary (PCS) at Week 14
36-ltem Short-Form Health Survey (SF-36) is a standardized survey evaluating 8 aspects of

functional health and well being: physical and social functioning, physical and emotional role
limitations, bodily pain, general health, vitality, mental health. These 8 aspects can also be
summarized as physical and mental component scores. All scores are based on a scale from

0 to 100, with higher scores indicating more favorable health state.

[Time Frame: Baseline and week 14]
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Eligibility
Minimum Age
Maximum Age
Sex
Gender-based Eligibility

Gender Eli

ity Description
Accepts Healthy Volunteers

Criteria

Contacts/Locations

Central Contact Person

Study Officials

Location

18 Years

All

No

Inclusion Criteria:

.

study agent

Have had psoriatic arthritis (PsA) for at least 6 months prior to the first administration of

Have a diagnosis of active PSA as defined by 5 or more swollen joints and 5 or more tender

joints at Screening and at Baseline and C-reactive protein >=0.6 milligram per deciliter

(mg/dL) at Screening

.

Have active plaque psoriasis or a documented history of plaque psoriasis
Have active PsA despite current or previous disease-modifying antirheumatic drugs (OMARD)

and/or nonsteroidal anti-inflammatory drug (NSAID) therapy. DMARD therapy is defined as
taking a DMARD for at least 3 months, or evidence of DMARD intolerance. NSAID therapy is

defined as taking an NSAID for at least 4 weeks or evidence of NSAID intolerance

Exclusion Criteria:

* Have other inflammatory diseases that might confound the evaluations of benefit of
Golimumab therapy, including but not limited to rheumatoid arthritis, ankylosing spondylitis,
systemic lupus erythematosus, or Lyme disease

Are pregnant, nursing, or planning a pregnancy or fathering a child while enrolled in the study

or within 4 months after receiving the last administration of study agent

Have used any biologic agents that are targeted for reducing tumor necrosis factors (TNF)

alpha, including but not limited to Infliximab, Etanercept, Adalimumab, Golimumab, and

Certolizumab Pegol

mustard, or other Alkylating agents

Have ever used cytotoxic drugs, including Chlorambucil, Cyclophosphamide, Nitrogen

Name Use link at the bottom of the page to see if you qualify for an enrolling site
(see list). If you still have questions:

Email JNJ.CT@sylogent.com

Name Janssen Research & Development, LLC Clinical Trial
Role Study Director

Affiliation Janssen Research & Development, LLC

Birmingham, Alabama, United States

Status: Withdrawn

Glendale, Arizona, United States

Status: Recruiting

Glendale, Arizona, United States
Status: Withdrawn

Mesa, Arizona, United States
Status: Recruiting

Huntington Beach, California, United States

Status: Completed

La Jolla, California, United States
Status: Withdrawn

Lakewood, California, United States

Status: Recruiting

Farmington, Connecticut, United States

Status: Withdrawn

Chicago, lllinois, United States
Status: Withdrawn

Granger, Indiana, United States
Status: Recruiting

Indianapolis, Indiana, United States

Status: Completed

Monroe, Louisiana, United States
Status: Withdrawn

Monroe, Louisiana, United States

Status: Recruiting

Wheaton, Maryland, United States
Status: Withdrawn

Lansing, Michigan, United States
Status: Withdrawn

Tupelo, Mississippi, United States
Status: Completed
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St Louis, Missouri, United States
Status: Withdrawn

St Louis, Missouri, United States
Status: Recruiting

Nashville, Nevada, United States
Status: Withdrawn
Clifton, New Jersey, United States
Status: Withdrawn

Freehold, New Jersey, United States
Status: Withdrawn

Midland Park, New Jersey, United States
Status: Withdrawn

New York, New York, United States
Status: Withdrawn

Orchard Park, New York, United States
Status: Completed

Hickory, North Carolina, United States
Status: Withdrawn

Raleigh, North Carolina, United States
Status: Withdrawn

Salisbury, North Carolina, United States
Status: Recruiting

Wilmington, North Carolina, United States
Status: Withdrawn

Cleveland, Ohio, United States
Status: Withdrawn

Middleburg Heights, Ohio, United States
Status: Withdrawn

Duncansville, Pennsylvania, United States
Status: Recruiting

Austin, Texas, United States
Status: Recruiting

Houston, Texas, United States
Status: Withdrawn

Franklin, Wisconsin, United States
Status: Withdrawn
Adelaide, Australia

Status: Recruiting
Geelong, Australia

Status: Withdrawn
Kogarah, Australia

Status: Withdrawn
Maroochydore, Australia

Status: Recruiting

Southport, Australia
Status: Withdrawn

Victoria Park, Australia
Status: Withdrawn

Grodno, Belarus
Status: Recruiting

Homyel, Belarus
Status: Withdrawn

Homyel, Belarus
Status: Recruiting

Minsk, Belarus

Status: Recruiting
Vitebsk, Belarus

Status: Recruiting

Vychulki, Brest Region, Brest, Belarus
Status: Withdrawn

St. John's, Newfoundland and Labrador, Canada

Status: Recruiting

Barrie, Ontario, Canada
Status: Withdrawn

St. Catharines, Ontario, Canada
Status: Withdrawn

Waterloo, Ontario, Canada
Status: Completed

Québec, Quebec, Canada
Status: Withdrawn

Saskatoon, Saskatchewan, Canada
Status: Withdrawn

Burlington, Canada
Status: Completed

Bad Doberan, Germany
Status: Completed
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Berlin, Germany
Status: Recruiting

Berlin, Germany
Status: Withdrawn

Cologne, Germany
Status: Recruiting

Erfurt, Germany
Status: Completed

Hamburg, Germany
Status: Recruiting

Hildesheim, Germany
Status: Withdrawn

Osnabriick, Germany
Status: Withdrawn

Planegg, Germany
Status: Withdrawn

Plauen, Germany
Status: Withdrawn

Ratingen, Germany
Status: Recruiting

Schwerin, Germany
Status: Withdrawn

Tiibingen, Germany
Status: Withdrawn

Zerbst, Germany
Status: Completed

Balatonfiired, Hungary
Status: Recruiting

Budapest, Hungary
Status: Recruiting

Debrecen, Hungary
Status: Recruiting

Héviz, Hungary
Status: Recruiting

Kistarcsa, Hungary
Status: Recruiting

Nyiregyhéza, Hungary
Status: Recruiting

Szombathely, Hungary
Status: Recruiting

Veszprém, Hungary
Status: Withdrawn

Alytus, Lithuania
Status: Recruiting

Kaunas, Lithuania
Status: Recruiting

Klaipéda, Lithuania
Status: Recruiting

Klaipéda, Lithuania
Status: Withdrawn

Panevezys, Lithuania
Status: Recruiting

Siauliai, Lithuania
Status: Recruiting

Utena, Lithuania
Status: Withdrawn

Vilnius, Lithuania
Status: Withdrawn

Vilnius, Lithuania
Status: Recruiting

Bydgoszcz, Poland

Status: Recruiting
Bytom, Poland
Status: Recruiting

Czestochowa, Poland

Status: Completed
Elblag, Poland
Status: Withdrawn

Kalisz, Poland
Status: Withdrawn

Krakow, Poland

Status: Recruiting
Lublin, Poland
Status: Recruiting

Nadarzyn, Poland
Status: Recruiting
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Nowa Sél, Poland
Status: Recruiting

Poznan, Poland
Status: Recruiting

Sosnowiec, Poland
Status: Withdrawn

Warsaw, Poland
Status: Recruiting

Wroclaw, Poland
Status: Recruiting

Bucharest, Romania
Status: Withdrawn

Bucharest, Romania
Status: Recruiting

Constanta, Romania
Status: Recruiting

Craiova, Romania

Status: Withdrawn
lasi, Romania
Status: Recruiting

Ploiesti, Romania
Status: Recruiting

Sibiu, Romania
Status: Withdrawn

Targu Mureg, Romania
Status: Recruiting

Kemerovo, Russia
Status: Recruiting

Korolyov, Russia
Status: Recruiting

Krasnoyarsk, Russia
Status: Recruiting

Kursk, Russia
Status: Recruiting

Moscow, Russia
Status: Withdrawn

Moscow, Russia
Status: Recruiting

Novosibirsk, Russia
Status: Recruiting

Orenburg, Russia
Status: Recruiting

Petrozavodsk, Russia
Status: Recruiting

Ryazan, Russia
Status: Recruiting

Saint Petersburg, Russia
Status: Recruiting

Saratov, Russia
Status: Recruiting

Tomsk, Russia

Status: Recruiting
Tver', Russia
Status: Recruiting

Ulyanovsk, Russia
Status: Recruiting

Vladimir, Russia
Status: Recruiting

Yaroslavl, Russia
Status: Recruiting

Arrixaca, Spain
Status: Withdrawn

Barakaldo, Spain

Status: Withdrawn
Bilbao, Spain
Status: Withdrawn

Cérdoba, Spain
Status: Withdrawn

Cérdoba, Spain

Status: Recruiting
Getafe, Spain
Status: Completed

Guadalajara, Spain
Status: Withdrawn

San Sebastian de los Reyes, Spain
Status: Withdrawn
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IPD Sharing

IPD information

References

Citations
Links

Available IPD/Information

Document Section

Seville, Spain
Status: Withdrawn

Seville, Spain
Status: Recruiting

Valencia, Spain
Status: Withdrawn

Chernihiv, Ukraine
Status: Recruiting

Dnipropetrovsk, Ukraine
Status: Recruiting

Donetsk, Ukraine
Status: Withdrawn

Ivano-Frankivsk, Ukraine
Status: Withdrawn

Kharkiv, Ukraine
Status: Recruiting

Khmelnitsky, Ukraine
Status: Recruiting

Kryvyi Rih, Ukraine

Status: Recruiting
Kyiv, Ukraine
Status: Recruiting

Luhansk, Ukraine

Status: Withdrawn
Lviv, Ukraine
Status: Recruiting

Odesa, Ukraine
Status: Recruiting

Poltava, Ukraine
Status: Recruiting

Sumy, Ukraine
Status: Recruiting

Ternopil, Ukraine
Status: Recruiting

Uzhhorod, Ukraine
Status: Recruiting
Vinnytsia, Ukraine
Status: Recruiting

Zaporizhzhia, Ukraine
Status: Recruiting
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