
SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

INDICATIONS 

SIMPONI ARIA® is indicated for the treatment of adult patients with:

• Moderately to severely active rheumatoid arthritis (RA), in combination with methotrexate (MTX)

• Active psoriatic arthritis (PsA)

• Active ankylosing spondylitis (AS)

Dosing 

The SIMPONI ARIA® dosage regimen is 2 mg/kg given as an intravenous infusion over 30 minutes at Weeks 0 and 4,  
then every 8 weeks thereafter. 

CLINICAL MONOGRAPH FOR  
SIMPONI ARIA® (golimumab)
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Please see Important Safety Information on pages 56-57 and full Prescribing Information, 
including Boxed WARNINGS, and Medication Guide.

TABLE OF CONTENTS
INTRODUCTION ..................................................................... 3

PRODUCT OVERVIEW

Description ........................................................................4

Indication ..........................................................................4

Mechanism of Action ........................................................4

Pharmacokinetics. .............................................................4

Pharmacodynamics ........................................................... 5

DOSAGE AND ADMINISTRATION

Dosage ...............................................................................6

Evaluation for Tuberculosis and Hepatitis B  

Prior to Administration ..................................................6

Important Administration Instructions ...........................6

Dosage Forms and Strengths ............................................ 7

Storage and Stability ......................................................... 7

MODERATELY TO SEVERELY ACTIVE RHEUMATOID ARTHRITIS

Diagnostic Criteria ............................................................8

Efficacy in a Clinical Trial ...................................................9

GO-FURTHER™ Trial ..........................................................9

Methods ............................................................................9

Study Design ................................................................... 10

Results .............................................................................. 11

ACR Response ............................................................. 11

ACR Response Components .......................................15

DAS28 (Using CRP) Response .....................................16

Radiographic Response ..............................................17

Safety Profile in a Clinical Trial .........................................18

Week 24 .......................................................................18 

Week 112 .......................................................................21

ACTIVE PSORIATIC ARTHRITIS

Diagnostic Criteria .......................................................... 23

Efficacy in a Clinical Trial ................................................. 24

GO-VIBRANT Trial ........................................................... 24

Methods .......................................................................... 24

Study Design ................................................................... 25

Results ............................................................................. 26

ACR Response ............................................................ 26

ACR Response Components ......................................30

Radiographic Response ..............................................31

Psoriasis Area and Sensitivity Index (PASI) ............... 32

HAQ-DI ....................................................................... 33

SF-36 ........................................................................... 34

Enthesitis .................................................................... 35

Dactylitis ..................................................................... 36

Safety Profile in a Clinical Trial ........................................ 37

Week 24 ...................................................................... 37

ACTIVE ANKYLOSING SPONDYLITIS

Diagnostic Criteria ......................................................... 40

Efficacy in a Clinical Trial ................................................. 41

GO-ALIVE Trial ................................................................. 41

Methods .......................................................................... 41

Study Design ................................................................... 42

Results ............................................................................. 43

ASAS Response ........................................................... 43

ASAS Response Components ....................................46

BASDAI ........................................................................ 47

SF-36 ...........................................................................48

ASQoL .........................................................................50

Safety Profile in a Clinical Trial .........................................51

Week 16 ........................................................................51

Week 28 ...................................................................... 54

IMPORTANT SAFETY INFORMATION .................................. 56

DISTRIBUTION NETWORK .................................................... 58

SUMMARY ............................................................................. 59

REFERENCES ......................................................................... 59



3

SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

INTRODUCTION
SIMPONI ARIA® is a human monoclonal antibody specific for human tumor necrosis factor alpha (TNF).  
It works by inhibiting the biological activity of TNF. SIMPONI ARIA® 2 mg/kg is administered by means  
of a 30-minute intravenous (IV) infusion just once every 8 weeks (after induction doses at Weeks 0 and 4),  
and is indicated for the treatment of adult patients with moderately to severely active rheumatoid arthritis (RA)  
in combination with methotrexate (MTX), with active psoriatic arthritis (PsA), and with active  
ankylosing spondylitis (AS).1 

In addition to presenting an overview of RA, PsA, and AS, this Clinical Monograph for SIMPONI ARIA®  
includes clinical trial information, the recommended dosage and administration, efficacy and safety,  
and information about the distribution network for SIMPONI ARIA®.
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PRODUCT OVERVIEW
Description1 

SIMPONI ARIA® is a human IgG1ĸ monoclonal antibody specific for human TNF that exhibits multiple glycoforms  
with molecular masses of approximately 150 to 151 kilodaltons. SIMPONI ARIA® was created using genetically engineered  
mice immunized with human TNF, resulting in an antibody with human-derived antibody variable and constant regions. 
SIMPONI ARIA® is produced by a recombinant cell line cultured by continuous perfusion, and is purified by a series of  
steps that includes measures to inactivate and remove viruses. 

The SIMPONI ARIA® drug product is a sterile concentrated solution of the golimumab antibody supplied in a 4-mL glass  
vial for IV infusion. 

SIMPONI ARIA® does not contain preservatives, natural rubber, or latex. The solution is colorless to light yellow with a 
pH of approximately 5.5. Each 4-mL vial of SIMPONI ARIA® contains 50 mg golimumab, L-histidine (1.14 mg), L-histidine 
monohydrochloride monohydrate (6.42 mg), polysorbate 80 (0.6 mg), sorbitol (180 mg), and water for injection.

Indications1 

SIMPONI ARIA® is indicated for the treatment of adult patients with moderately to severely active RA in combination  
with MTX, active PsA, and active AS.

Mechanism of Action1 

Golimumab is a human monoclonal antibody that binds to both the soluble and transmembrane bioactive forms of human 
TNF. This interaction prevents the binding of TNF to its receptors, thereby inhibiting the biological activity of TNF  
(a cytokine protein). There was no evidence of the golimumab antibody binding to other TNF superfamily ligands; the  
golimumab antibody did not bind or neutralize human lymphotoxin. Golimumab did not lyse human monocytes  
expressing transmembrane TNF in the presence of complement or effector cells. 

Elevated TNF levels in the blood, synovium, and joints have been implicated in the pathophysiology of several chronic 
inflammatory diseases such as RA, PsA, and AS. TNF is an important mediator of the articular inflammation that is 
characteristic of these diseases. Golimumab modulated the in vitro biological effects mediated by TNF in several bioassays, 
including the expression of adhesion proteins responsible for leukocyte infiltration (E-selectin, intercellular adhesion  
molecule 1 [ICAM-1] and vascular cell adhesion molecule 1 [VCAM-1]), and the secretion of proinflammatory cytokines 
(interleukin-6 [IL-6], IL-8, granulocyte-colony stimulating factor [G-CSF], and granulocyte-macrophage colony-stimulating 
factor [GM-CSF]). The clinical relevance of these findings is unknown.

Pharmacokinetics (PK)1 

Absorption 

Following a single IV administration of 2 mg/kg SIMPONI ARIA®, a mean Cmax of 44.4 ± 11.3 mcg/mL was observed in patients  
with RA. Data directly comparing 2-mg/kg IV administration and 50-mg subcutaneous administration are not available. 

(Continued on next page)
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Pharmacokinetics (PK)1 (continued)

Distribution 

Following a single IV administration of 2 mg/kg SIMPONI ARIA®, the mean volume of distribution was estimated to be  
115 ± 19 mL/kg in healthy patients, and 151 ± 61 mL/kg in patients with RA. The volume of distribution of golimumab may  
indicate that golimumab is distributed primarily in the circulatory system with limited extravascular distribution. 

Elimination 

The elimination pathways for golimumab have not been characterized. 

Following a single IV administration of 2 mg/kg SIMPONI ARIA®, the systemic clearance of golimumab was estimated to be  
6.9 ± 2.0 mL/day/kg in healthy patients and 7.6 ± 2.0 mL/day/kg in patients with RA. The mean terminal half-life was estimated  
to be 12 ± 3 days in healthy patients and the mean terminal half-life in patients with RA was 14 ± 4 days. 

In RA, PsA, and AS, population PK analyses indicated that concomitant use of MTX, nonsteroidal anti-inflammatory drugs 
(NSAIDs), oral corticosteroids, or sulfasalazine (SSZ) did not significantly influence the clearance of golimumab following  
IV administration.

Multiple Doses

When 2 mg/kg SIMPONI ARIA® was administered intravenously to patients with RA at Weeks 0, 4, and every 8 weeks thereafter, 
serum concentrations reached steady state by Week 12. With concomitant use of MTX, treatment with 2 mg/kg golimumab 
every 8 weeks resulted in a mean steady state trough serum concentration of approximately 0.4 ± 0.4 mcg/mL in patients with 
active RA. The mean steady-state trough serum concentration in patients with PsA was 0.7 ± 0.6 mcg/mL. The mean steady-
state trough serum concentration in patients with AS was 0.8 ± 0.6 mcg/mL.

Special Populations

No formal study of the effect of renal or hepatic impairment on the PK of golimumab was conducted. 

Linearity 

Golimumab exhibited approximately dose-proportional PK in patients with RA over the dose range of 0.1 to 10.0 mg/kg 
following a single IV dose.

Effect of Weight on Pharmacokinetics 

Following IV administration, patients with higher body weight tended to have higher serum golimumab concentrations than 
patients with lower body weights when golimumab was administered on a mg/kg (body weight) basis. However, based on 
population PK analysis, there were no clinically relevant differences in golimumab exposure following IV administration of  
2 mg/kg SIMPONI ARIA® in patients across a range of different body weights.

Pharmacodynamics1 

Following treatment with SIMPONI ARIA® in patients with RA, decreases from baseline were observed in tissue inhibitor of 
metalloproteinases-1 (TIMP-1), matrix metalloproteinase (MMP)-1, MMP-3, resistin, IL-6, macrophage inflammatory protein-1 
(MIP-1), vascular endothelial growth factor (VEGF), serum amyloid A (SAA), S100A12, and high sensitivity C-reactive protein 
(hsCRP). Conversely, increases from baseline were observed in tartrate-resistant acid phosphatase (TRAP-5b). The clinical 
relevance of this information is not known.

PRODUCT OVERVIEW (continued)
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INDICATION SIMPONI ARIA® Recommended Dosage

SIMPONI ARIA® is indicated for the treatment of adult patients with:
• Moderately to severely active RA, in combination with MTX
• Active PsA
• Active AS

2 mg/kg given as an IV infusion over 30 minutes at  
Weeks 0 and 4, then every 8 weeks thereafter* 

DOSAGE AND ADMINISTRATION1

Dosage1

The efficacy and safety of switching between IV and subcutaneous formulations and routes of administration have not  
been established. 

Evaluation for Tuberculosis and Hepatitis B Prior to Dosage1 

Prior to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for  
latent infection. Prior to initiating SIMPONI ARIA®, test patients for hepatitis B viral infection.

Important Administration Instructions1 

SIMPONI ARIA® solution for IV infusion should be diluted by a healthcare professional using aseptic technique as follows:

1. Calculate the dosage and the number of SIMPONI ARIA® vials needed based on the recommended dosage of 2 mg/kg and the  
patient‘s weight. Each single-use 4-mL vial of SIMPONI ARIA® contains 50 mg of golimumab. 

2. Check that the solution in each vial is colorless to light yellow. The solution may develop a few fine translucent particles, as  
golimumab is a protein. Do not use if opaque particles, discoloration, or other foreign particles are present. 

3. Dilute the total volume of the SIMPONI ARIA® solution with 0.9% w/v Sodium Chloride Injection, USP to a final volume of 100 mL.  
For example, this can be accomplished by withdrawing a volume of the 0.9% Sodium Chloride Injection, USP from the 100-mL  
infusion bag or bottle equal to the total volume of SIMPONI ARIA®. Slowly add the total volume of SIMPONI ARIA® solution to  
the 100-mL infusion bag or bottle. Gently mix. Discard any unused solution remaining in the vials. Alternatively, SIMPONI ARIA®  
can be diluted using the same method described above with 0.45% Sodium Chloride Injection, USP. 

4.  Prior to infusion, visually inspect the diluted SIMPONI ARIA® solution for particulate matter or discoloration. Do not use if these exist. 

5. Use only an infusion set with an in-line, sterile, non-pyrogenic, low protein-binding filter (pore size 0.22 micrometer or less).

6.  Do not infuse SIMPONI ARIA® concomitantly in the same IV line with other agents. No physical biochemical compatibility studies  
have been conducted to evaluate the use of SIMPONI ARIA® with other IV agents in the same IV line. 

7.  Infuse the diluted solution over 30 minutes. 

8. Once diluted, the infusion solution can be stored for 4 hours at room temperature.

(Continued on next page)

* For patients with RA, SIMPONI ARIA® should be given in combination with MTX. For patients with PsA or AS, SIMPONI ARIA® may be given with or without MTX or other  
non-biologic disease-modifying antirheumatic drugs (DMARDs). Corticosteroids, NSAIDs, and/or analgesics may be continued during treatment with SIMPONI ARIA®.
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DOSAGE AND ADMINISTRATION1 (continued)
Dosage Forms and Strengths1 

Injection: 50 mg of golimumab per 4 mL of solution (12.5 mg of golimumab per mL) in each single-use vial. 

Storage and Stability1 

SIMPONI ARIA® must be refrigerated at 2°C to 8°C (36°F to 46°F) and protected from light. Keep the product in the original 
carton to protect from light until the time of use. Do not freeze. Do not shake. Do not use SIMPONI ARIA® beyond the 
expiration date (EXP) on the vial label.
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MODERATELY TO SEVERELY ACTIVE  
RHEUMATOID ARTHRITIS

RA

Rheumatoid arthritis (RA) is a systemic inflammatory disease that affects the joints, causing pain, stiffness, and swelling.2,3  
In 2007, an estimated 1.5 million Americans had RA.4 

RA is a chronic, progressive disease characterized by synovial inflammation and can lead to destruction of joint architecture.2  
There is a broad range of clinical features in RA, but the disease onset is insidious and can take several months before it is  
diagnosed definitively. The predominant symptoms are pain, stiffness (commonly in the morning and lasting >1 hour),  
swelling, and, over time, possible deformity in involved joints.3 

The primary goal of RA treatment is to adhere to a treat-to-target strategy that aims for low disease activity or remission.5

Diagnostic Criteria 

Within the United States, the American College of Rheumatology (ACR) criteria are commonly used to classify RA (see Table 1).  
In the GO-FURTHER™ trial, eligible patients had a diagnosis of RA according to the 1987 criteria.6

  MCP=metacarpophalangeal; MTP=metatarsophalangeal; PIP=proximal interphalangeal.

* Simultaneous involvement of the same joint areas (defined as right or left PIP, MCP, wrist, elbow, knee, ankle, and MTP joints) on both sides of the body. Bilateral involvement of PIPs, 
MCPs, or MTPs is acceptable without absolute symmetry.

4 of the Following Criteria Must Be Present With 1 Through 4 Present for a Minimum of 6 Weeks

1. Morning stiffness ≥1 hour before maximal improvement

2. Arthritis of 3 or more of the following joints: right or left PIP, MCP, wrist, elbow, knee, ankle, and MTP joints

3. Arthritis of hand joints (wrist, MCP, or PIP joints)

4. Symmetric involvement of joints*

5. Rheumatoid nodules over bony prominences or extensor surfaces, or in juxta-articular regions

6. Positive serum rheumatoid factor

7. Radiographic changes on posteroanterior hand and wrist radiographs, including erosions or bony decalcification localized in 
or adjacent to the involved joints

Table 1. 1987 ACR Clinical Classification Criteria for RA6
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EFFICACY IN A CLINICAL TRIAL
GO-FURTHER™ Trial 

The efficacy and safety of SIMPONI ARIA® were evaluated in one multicenter, randomized, double-blind, controlled trial in  
592 patients ≥18 years of age with moderately to severely active RA despite concurrent MTX therapy who had not previously 
been treated with a biologic TNF-blocker.1,7

Methods

Patients were diagnosed according to the ACR criteria, at least 3 months prior to administration of study agent. Eligible patients 
were required at screening to present with: 

• Moderately to severely active RA as defined by ≥6/66 swollen joints and ≥6/68 tender joints (at screening and baseline) 

• Rheumatoid factor positive and/or anticyclic citrullinated protein-positive 

• C-reactive protein (CRP) concentration ≥1.0 mg/dL at screening and baseline1,7

The mean patient age was 51.8 years (range 18 to 83 years). At baseline, patients had moderate to severe disease activity, with  
a mean of 14.9 swollen joints, 26.3 tender joints, and CRP concentration of 2.6 mg/dL.7 The mean RA disease duration was  
6.9 years, and 50% of the patients had used at least one DMARD other than MTX in the past, but no prior TNF-blockers or other 
biologics. At baseline, 81% of patients received concomitant NSAIDs and 81% received low-dose corticosteroids (equivalent  
to ≤10 mg of prednisone a day). The mean baseline DAS28-CRP was 5.9 and the mean van der Heijde-Sharp score (vdH-S) at 
baseline was 48.5.7 

Of the 592 patients randomized, 96.3% (n=570) completed the 24-week study; 3.7% (n=22) discontinued, with the most  
common reasons being adverse events (AEs) and the withdrawal of consent.7

RA



10

SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Early
escape

Safety Follow-upBlinded CrossoverControlled Phase

Crossover to
SIMPONI ARIA®
2 mg/kg + MTX

24 112

SIMPONI ARIA®
2 mg/kg + MTX

PRIMARY ENDPOINT
ACR20 Response

10052WEEK

1120

0

WEEK 52 10024

20 4

 4

SIMPONI ARIA®

 16 12

20 16 14

 14

Placebo

 12

SIMPONI ARIA®
2 mg/kg + MTX

(n=395)

Placebo + MTX
(n=197)

Safety Follow-upBlinded CrossoverControlled Phase

STUDY DESIGN
Patients were randomized to 1 of 2 treatment groups to receive 30-minute infusions at Weeks 0, 4, and  
every 8 weeks thereafter (see Figure 1)¹: 

• Group 1 (n=395): MTX 15 to 25 mg/week plus 2 mg/kg of SIMPONI ARIA® 

• Group 2 (n=197): MTX 15 to 25 mg/week plus placebo infusion

Primary endpoint1

The primary endpoint was the percentage of patients achieving an ACR20 response at Week 14. 

Secondary endpoints1,7

 Major secondary endpoints included: 

• The proportion of patients achieving European League Against Rheumatism (EULAR) response (DAS28-CRP moderate/good) at Week 14 

• Improvement in physical function according to the health assessment questionnaire (HAQ) at Week 14 

• The proportion of patients achieving ACR50 response at Week 24 

• The inhibition of progression of structural damage according to the vdH-S score at Week 24

Figure 1. Trial Protocol7

RA
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RESULTS
ACR RESPONSE

The primary study endpoint was reached at Week 14 when 59% of patients receiving SIMPONI ARIA® + MTX  
achieved ACR20 response compared with 25% of patients receiving placebo + MTX (P<0.001).1 

• After a single infusion, 33% of patients receiving SIMPONI ARIA® + MTX achieved an ACR20 response at Week 2,  
compared with 12% of patients receiving placebo + MTX (P<0.001); see Figure 21,7

• A significantly greater percentage of patients treated with SIMPONI ARIA® + MTX achieved ACR20, ACR50, and  
ACR70 response at Week 24 compared with patients treated with placebo + MTX (P<0.001) (see Figures 2, 3, and 4)1

• Figures 2, 3, and 4 (on pages 12-14) present ACR response rates over time through Week 100. Note that at Week 24, patients in  
the placebo + MTX group began receiving SIMPONI ARIA® + MTX in a blinded manner

RA
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ACR RESPONSE (continued)

Figure 2. ACR20 Response Rates Over Time1,8

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose above baseline for RA; initiated 
treatment with DMARDs (including commercial MTX), systemic immunosuppressives, and/or biologics for RA; initiated treatment with oral corticosteroids for RA above baseline dose 
or received intravenous (IV) or intramuscular corticosteroids for RA; or discontinued treatment due to an unsatisfactory therapeutic effect. Last observation carried forward (LOCF) 
rules were applied to missing data. The patients who early escaped at Week 16 also had Week 16 data carried forward up through Week 24.

‡At Week 24, all remaining patients in the placebo + MTX group began receiving SIMPONI ARIA® + MTX in a blinded manner.
§In this ITT analysis, all rules were nullified and reapplied after Week 24. Patients were considered to be nonresponders if they discontinued treatment due to an unsatisfactory 
therapeutic effect.

�At Week 52, all sponsor personnel were unblinded to subject-level data.
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Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

RESULTS

Figure 3. ACR50 Response Rates Over Time Through the Open-Label Extension1,9

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose above baseline for RA; initiated 
treatment with DMARDs (including commercial MTX), systemic immunosuppressives, and/or biologics for RA; initiated treatment with oral corticosteroids for RA above baseline dose 
or received intravenous (IV) or intramuscular corticosteroids for RA; or discontinued treatment due to an unsatisfactory therapeutic effect. LOCF rules were applied to missing data. 
The patients who early escaped at Week 16 also had Week 16 data carried forward up through Week 24.

‡At Week 24, all remaining patients in the placebo + MTX group began receiving SIMPONI ARIA® + MTX in a blinded manner.
§In this ITT analysis, all rules were nullified and reapplied after Week 24. Patients were considered to be nonresponders if they discontinued treatment due to an unsatisfactory 
therapeutic effect.

�At Week 52, all sponsor personnel were unblinded to subject-level data. 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 4. ACR70 Response Rates Over Time Through the Open-Label Extension1,9

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose above baseline for RA; initiated 
treatment with DMARDs (including commercial MTX), systemic immunosuppressives, and/or biologics for RA; initiated treatment with oral corticosteroids for RA above baseline dose 
or received intravenous (IV) or intramuscular corticosteroids for RA; or discontinued treatment due to an unsatisfactory therapeutic effect. LOCF rules were applied to missing data. 
The patients who early escaped at Week 16 also had Week 16 data carried forward up through Week 24.

‡At Week 24, all remaining patients in the placebo + MTX group began receiving SIMPONI ARIA® + MTX in a blinded manner.
§In this ITT analysis, all rules were nullified and reapplied after Week 24. Patients were considered to be nonresponders if they discontinued treatment due to an unsatisfactory 
therapeutic effect.

�At Week 52, all sponsor personnel were unblinded to subject-level data. 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

ACR RESPONSE COMPONENTS

Patients treated with SIMPONI ARIA® + MTX demonstrated greater improvement from baseline in all components  
of ACR response as compared with patients treated with placebo + MTX (see Figure 5).

Figure 5. Significant Improvement Across ACR Response Components at Week 149

*Reflects randomized patients; actual number of patients evaluable for each endpoint may vary.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

DAS28 (USING CRP) RESPONSE

At Week 14, 15% of patients receiving SIMPONI ARIA® + MTX achieved a low level of disease activity, as measured by a DAS28 
(CRP) <2.6 vs 5% of patients receiving placebo + MTX (P<0.001).1,9

At Week 2, a moderate or good DAS28 (CRP) response was reported in 65% of patients receiving SIMPONI ARIA® + MTX  
vs 19% of patients receiving placebo + MTX.* DAS28 (CRP) <2.6 was reported in 2% of patients receiving SIMPONI ARIA® + MTX  
vs 0.5% of patients receiving placebo + MTX.9 

DAS28 (CRP) response through Week 100 is shown in Figure 6.

Figure 6. Patients Achieving Moderate or Good DAS28 (CRP) Response Rates Over Time1,9*†

 DAS=Disease Activity Score.

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose above baseline for RA; initiated 
treatment with DMARDs (including commercial MTX), systemic immunosuppressives, and/or biologics for RA; initiated treatment with oral corticosteroids for RA above baseline dose 
or received IV or intramuscular corticosteroids for RA; or discontinued treatment due to an unsatisfactory therapeutic effect. LOCF rules were applied. The patients who early escaped 
at Week 16 also had Week 16 data carried forward up through Week 24.

‡In this ITT analysis, all rules were nullified and reapplied after Week 24. Patients were considered to be nonresponders if they discontinued treatment due to an unsatisfactory 
therapeutic effect.

§At Week 24, all remaining patients in the placebo + MTX group began receiving SIMPONI ARIA® + MTX in a blinded manner.1

�At Week 52, all study personnel were unblinded to subject-level data.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

RADIOGRAPHIC RESPONSE

Structural joint damage was assessed radiographically and expressed as a change in vdH-S score and its components: 

• At Week 24, the mean change in baseline in total vdH-S score was 0.03 for patients receiving SIMPONI ARIA® + MTX (n=395) vs  
1.09 for patients receiving placebo + MTX (n=197) (P<0.001)1,9

• At Week 24, calculated difference shows 97% inhibition of progression of structural damage in patients receiving SIMPONI ARIA® + MTX 
vs patients receiving placebo + MTX (P<0.001), as measured by total vdH-S score*

• At Week 100, the mean change from baseline in total vdH-S score was 0.74 for patients receiving SIMPONI ARIA® from the beginning  
of the trial compared with 2.10 in patients who received placebo (P=0.005)9

Figure 7. Inhibition of the Progression of Structural Damage Through Week 1001,9

†The total modified vdH-S score (0-448) is a composite score of structural damage that measures the number and size of joint erosions and the degree of joint space  
narrowing in the hands and feet.

‡The same patients may not have responded at each time point.
§Missing data (linear extrapolation) rules were applied. For patients who early escaped, linear extrapolation was performed on the Week 16 data to the Week 24 endpoint.
�At Week 24, all remaining patients in the placebo + MTX group began receiving SIMPONI ARIA® + MTX in a blinded manner. 
 ¶At Week 52, all sponsor personnel were unblinded to subject-level data. 

*Percentage is the difference in mean total vdH-S scores divided by the placebo + MTX value.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SAFETY PROFILE IN A CLINICAL TRIAL
The safety data described here are based on the randomized, double-blind, placebo controlled trials in patients  
with RA receiving SIMPONI ARIA® by IV infusion (GO-FURTHER™).

WEEK 24

The GO-FURTHER™ trial included 197 placebo-controlled patients and 463 SIMPONI ARIA®-treated patients (which  
includes placebo-controlled patients who switched to SIMPONI ARIA® at Week 16). The proportion of patients who  
discontinued treatment due to adverse reactions in the controlled phase of GO-FURTHER™ through Week 24 was 3.5%  
for SIMPONI ARIA®-treated patients and 0.5% for placebo-controlled patients. Upper respiratory tract infection was the  
most common adverse reaction reported in the trial through Week 24, occurring in 6.5% of SIMPONI ARIA®-treated  
patients as compared with 7.6% of placebo-controlled patients, respectively.1

Table 2 shows the safety data based on the GO-FURTHER™ trial in patients with moderately to severely active RA receiving  
SIMPONI ARIA® + MTX through Week 24.9

Please see pages 19 and 20 for safety data through Week 24 and pages 21 and 22 for safety data through Week 112.

RA
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SIMPONI ARIA® + MTX Placebo (saline) + MTX

Number of patients, n* 463 197

Mean follow-up, weeks 24.0 23.9

Patients with ≥1 AE, % (n) 52.9 (245) 49.2 (97)

Patients with ≥1 serious AE, % (n) 4.1 (19) 2.0 (4)

Discontinuation rate due to AEs, % (n) 3.5 (16) 0.5 (1)

Patients with ≥1 infection, % (n) 26.6 (123) 24.4 (48)

Patients with ≥1 serious infection, % (n) 0.9 (4) 0.0 (0)

Most common AEs (occurring in ≥5% of patients treated with SIMPONI ARIA® + MTX)

Upper respiratory tract infection, % (n) 6.5 (30) 7.6 (15)

SAFETY PROFILE IN A CLINICAL TRIAL

Table 2. AEs Reported in the Placebo-Controlled Phase (Week 24)9

The incidence of active tuberculosis (TB), opportunistic infections, and total malignancies per 100 patient-years for patients 
treated with SIMPONI ARIA® + MTX (n=395) vs placebo (saline) + MTX (n=197) in the placebo-controlled phase was as follows9†: 

• Active TB: 0.00 (0 events; 95% CI [0.00, 1.67]) vs 0.00 (0 events; 95% CI [0.00, 3.79]) 

• Opportunistic infections: 0.56 (1 event; 95% CI [0.01; 3.10]) vs 0.00 (0 events; 95% CI [0.00, 3.79]) 

• Total malignancies: 0.56 (1 event; 95% CI [0.01, 3.11]) vs 0.00 (0 events; 95% CI [0.00, 3.79]) 

†Total patient-years of follow-up for the SIMPONI ARIA® + MTX group was 180 for active TB and opportunistic infections and 179 for total malignancies. Total patient-years of follow-up 
for the placebo (saline) + MTX group was 79.

  CI=confidence interval.

*Patients may appear in more than 1 column.

WEEK 24

RA
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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Figure 8. Infusion Reactions Reported in Placebo-Controlled Phase (Week 24)9 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SAFETY PROFILE IN A CLINICAL TRIAL

SIMPONI ARIA® + MTX

Number of patients, n 584

Mean follow-up, weeks 95.9

Patients with ≥1 AE, % (n) 79.1 (462)

Patients with ≥1 serious AE, % (n) 18.2 (106)

Discontinuation rate due to AEs, % (n) 7.0 (41)

Patients with ≥1 infection, % (n) 49.1 (287)

Patients with ≥1 serious infection, % (n) 6.2 (36)

Most common AEs (occurring in ≥5% of patients), % (n)

Upper respiratory tract infection, 11.5 (67); bronchitis, 8.9 (52); RA, 8.7 (51); hypertension, 6.7 (39); nasopharyngitis, 
6.7 (39); urinary tract infection, 6.5 (38); ALT increase, 6.5 (38); pharyngitis, 5.8 (34); and headache, 5.8 (34)

Table 3. AEs Reported in the Controlled and Uncontrolled Phase (�Week 112)8,9

The incidence of tuberculosis (TB), opportunistic infections, and total malignancies per 100 patient-years for patients treated 
with SIMPONI ARIA® + MTX (n=584) in the controlled and uncontrolled phase was as follows: 

• Active TB*: 0.28 (3 events; 95% CI [0.06, 0.81])–No cases of TB were reported in the United States or Canada9 

• Opportunistic infections*: 0.37 (4 events; 95% CI [0.10, 0.95])9 

• Total malignancies†: 0.47 (5 events; 95% CI [0.15, 1.09])9

*Represents 1,077 total patient-years of follow-up.

†Represents 1,073 total patient-years of follow-up.

WEEK 112

Table 3 presents the safety data in the controlled and uncontrolled phase, with a mean follow-up of approximately 95.9 weeks. 

RA
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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Figure 9. Infusion Reactions Reported in the Controlled and Uncontrolled Phase (through Week 112)8,9
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Established inflammatory articular disease* AND at least 3 total points from the following: 

• Current psoriasis (2 points)

• Personal history of psoriasis (1 point)

• Family history of psoriasis (1 point)

• Current dactylitis or history of dactylitis recorded by a rheumatologist (1 point)

• Justa-articular new bone formation (1 point)

• RF negativity (1 point)

• Typical psoriatic nail dystrophy including onycholysis, pitting, and hyperkeratosis (1 point)

ACTIVE PSORIATIC ARTHRITIS
Psoriatic arthritis (PsA) is a chronic inflammatory arthritis often associated with psoriasis and typically characterized by  
negative rheumatoid factor (RF). Approximately 1 million Americans have PsA,10,11 and up to 30% of patients with psoriasis may 
develop PsA.12

PsA can develop at any age, but most commonly appears in patients aged 30 to 50, affecting males and females equally. PsA 
joint inflammation can range from axial to peripheral disease, synovial and adjacent soft tissue inflammation, enthesitis, osteitis, 
new bone formation, and severe osteolysis, with no correlation between severity of skin disease and arthritis. Over time,  
40%-60% of patients may have progressive and erosive PsA, which may cause persistent inflammation, progressive joint 
damage, and severe physical limitations.13 

According to recommendations from the Group for Research and Assessment of Psoriasis and Psoriatic Arthritis (GRAPPA), the 
treatment goals for patients with PsA include achieving the lowest possible level of disease activity, optimizing functional status, 
improving quality of life and well-being, and preventing structural damage to the greatest extent possible.14

Diagnostic Criteria 

The global ClASsification criteria for Psoriatic ARthritis (CASPAR) are commonly used to diagnose PsA in the United States 
(see Table 4). The GO-VIBRANT trial enrolled eligible patients who had active PsA for ≥6 months and met CASPAR criteria at 
screening.9 

*Prolonged morning or immobility-induced stiffness, and tender and swollen joints.

Table 4. CASPAR Criteria for the Diagnosis of PsA10

PsA
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

EFFICACY IN A CLINICAL TRIAL
GO-VIBRANT Trial 

The efficacy and safety of SIMPONI ARIA® were evaluated in a 24-week, multicenter, randomized, double-blind, placebo-
controlled study in 480 patients ≥18 years of age with active PsA who had not previously been treated with a biologic agent.9

Methods9

Patients were diagnosed according to CASPAR criteria with PsA for ≥6 months prior to administration of the study agent. 
Eligible patients were required at screening to present with: 

• Symptoms of active disease, defined as ≥5 swollen joints and ≥5 tender joints at both screening and baseline

• Active plaque psoriasis or a documented history of plaque psoriasis 

• A CRP level of ≥0.6 mg/dL

• Had ≥1 of the PsA subsets: distal interphalangeal (DIP) joint involvement, polyarticular arthritis with absence of rheumatoid nodules, 
arthritis mutilans, asymmetric peripheral arthritis, or spondylitis with peripheral arthritis

• Patients could continue stable doses of MTX, low-dose oral corticosteroid, or NSAID treatment during the study

The mean patient age was 46.2 years (range 18 to 79 years), with approximately half being men (51.9%). At baseline, patients had 
a mean of 14.0 swollen joints, 25.6 tender joints, and CRP concentration of 1.97 mg/dL.9 

Patients with each subtype of PsA were enrolled, including polyarticular arthritis with absence of rheumatoid nodules (44%), 
asymmetric peripheral arthritis (19%), DIP joint involvement (8.1%), spondylitis with peripheral arthritis (25%), and arthritis 
mutilans (4.8%). The mean duration of PsA disease was 5.75 years; 86% of patients had previously used MTX and 35% of patients 
received at least one other DMARD in the past.1 At baseline, 70.8% took NSAIDs, 70.0% took MTX (mean dose  
of 14.82 mg/week), and 27.7% of patients took oral corticosteroids (mean prednisone-equivalent dose of 7.5 mg/day).9

At baseline, 76% and 54% of the patients had enthesitis and dactylitis, respectively. The mean total modified vdH-S score at 
baseline was 34.96. Impaired physical function was indicated by mean HAQ score of 1.28. Fifty-nine percent of patients had  
a Dermatology Life Quality Index (DLQI) score >1 and ≥3% body surface area (BSA) psoriasis skin involvement.9

Of the 480 patients randomized, 94.2% (n=452) completed the 24-week study; 5.8% (n=28) discontinued, with the most 
common reasons being withdrawal of consent and AEs.9
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

STUDY DESIGN9

Patients were randomized to 1 of 2 treatment groups to receive 30-minute infusions at Weeks 0, 4, 12, and 20 weeks. 

• Group 1 (n= 241): 2 mg/kg of SIMPONI ARIA®

• Group 2 (n=239): placebo 

Primary endpoint9

The primary endpoint was the percentage of patients achieving an ACR20 at Week 14. 

Secondary endpoints9

Major secondary endpoints included:

• Change from baseline in the Health Assessment Questionnaire-Disability Index (HAQ-DI) score at Week 14 

• The proportion of patients achieving ACR50 at Week 14 

• The proportion of patients (with baseline ≥3% BSA psoriatic involvement) achieving a Psoriasis Area and Severity Index (PASI) 75 
response at Week 14 

• The change from baseline in total modified vdH-S score at Week 24

Figure 10. Trial Protocol9

*At Week 16, 10.6% of placebo-treated patients (n=51) who demonstrated <5% improvement from baseline in both tender and swollen joint counts were considered nonresponders 
and entered early escape in a double-blinded fashion. Patients who qualified for early escape were allowed 1 of the following concomitant medication interventions, as selected by 
the investigator: an increase in their corticosteroid dose (maximum total dose prednisone 10 mg/day, or equivalent), MTX dose (maximum total dose 25 mg/week), or NSAID dose, or 
an initiation of NSAID, corticosteroids (maximum dose prednisone 10 mg/day or equivalent), MTX (maximum dose 25 mg/week), SSZ (maximum dose 3 g/day), hydroxychloroquine 
(HCQ) (maximum dose 400 mg/day), or leflunomide (maximum dose 20 mg/day). Titration to a stable dose of those medications was to be completed by the Week 24 visit.

†At Week 24, all patients still receiving placebo began receiving SIMPONI ARIA® 2 mg/kg at Weeks 24 and 28 and every 8 weeks thereafter. To maintain treatment blind, all other patients 
received a placebo infusion at Week 24.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

ACR RESPONSE9

The primary study endpoint was reached at Week 14 when 75% of patients receiving SIMPONI ARIA® achieved ACR20 response 
as compared with 22% of patients receiving placebo (P<0.001) (see Figure 11). A greater ACR20 response was achieved with 
SIMPONI ARIA® treatment regardless of MTX use at baseline.

• At Week 2, the proportion of patients achieving an ACR20 response in the SIMPONI ARIA® group was greater than the placebo group 
(46% vs 8%, respectively) (see Figure 11). The results also demonstrate that a greater ACR20 response was achieved at Week 2 by 
patients receiving SIMPONI ARIA® relative to placebo regardless of baseline MTX use 

• ACR20 responses observed in the SIMPONI ARIA®-treated groups were similar in patients who were or were not receiving 
concomitant MTX

• A significantly greater percentage of patients treated with SIMPONI ARIA® achieved ACR20, ACR50, and ACR70 response at Week 24 
compared with patients treated with placebo (P<0.001)*

Figures 11, 12, and 13 on the following pages present ACR response rates over time through Week 24.

*At Week 24, some P values were nominal.

RESULTS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

ACR RESPONSE9

Figure 11. ACR20 Response Rates Over Time9

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose or oral corticosteroids 
over baseline for PsA not as part of early escape; initiated treatment with DMARDs, systemic immunosuppressives, treatment with oral, intravenous (IV), or intramuscular (IM) 
corticosteroids, and/or biologics for PsA; met early escape criteria at Week 16 and started concomitant medication intervention; or discontinued treatment due to an unsatisfactory 
therapeutic effect.

‡ACR20 response is based on imputed data using treatment failure, LOCF for partially missing data, and nonresponder imputation (NRI) for completely missing data.

ACR20 response at Week 2 and Week 24 were prespecified endpoints that were not adjusted for multiplicity; P values are considered nominal.

RESULTS

ACR20 response for patients receiving SIMPONI ARIA® + MTX was similar to those receiving SIMPONI ARIA® 
without MTX.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 12. ACR50 Response Rates Over Time9

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose or oral corticosteroids 
over baseline for PsA not as part of early escape; initiated treatment with DMARDs, systemic immunosuppressives, treatment with oral, intravenous (IV), or intramuscular (IM) 
corticosteroids, and/or biologics for PsA; met early escape criteria at Week 16 and started concomitant medication intervention; or discontinued treatment due to an unsatisfactory 
therapeutic effect.

‡ACR50 response is based on imputed data using treatment failure, LOCF for partially missing data, and nonresponder imputation (NRI) for completely missing data. 

ACR50 response at Week 2 is a prespecified endpoint that was not adjusted for multiplicity; P value is considered nominal.
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RESULTS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 13. ACR70 Response Rates Over Time9

*The same patients may not have responded at each time point.

†In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: increased MTX dose or oral corticosteroids 
over baseline for PsA not as part of early escape; initiated treatment with DMARDs, systemic immunosuppressives, treatment with oral, intravenous (IV), or intramuscular (IM) 
corticosteroids, and/or biologics for PsA; met early escape criteria at Week 16 and started concomitant medication intervention; or discontinued treatment due to an unsatisfactory 
therapeutic effect.

‡ACR70 response is based on imputed data using treatment failure, LOCF for partially missing data, and nonresponder imputation (NRI) for completely missing data. 

ACR70 response at Week 2 and Week 24 were prespecified endpoints that were not adjusted for multiplicity; P values are considered nominal.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

IMPROVEMENT ACROSS ACR RESPONSE COMPONENTS AT WEEK 14
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Figure 14. Percent Change From Baseline in ACR Components of the ACR Response at Week 149

 Note: All values are means.
*N reflects randomized patients; actual number of patients evaluable for each endpoint may vary.

ACR RESPONSE COMPONENTS

Patients treated with SIMPONI ARIA® demonstrated greater improvement from baseline in all components of ACR response  
as compared with patients treated with placebo (see Figure 14).9

RESULTS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SIMPONI ARIA® +/- MTX 
(N=237)*

Placebo +/- MTX
(N=237)* Difference from  

placebo (95% CI)
Mean Mean

Change total modified vdH-S score –0.4†  2.0 –2.3 (–2.9, –1.7)

Change erosion score –0.3 1.3 N/A

Change JSN score –0.1 0.6 N/A

Table 5. Mean Change From Baseline at Week 241,15

 Note: All values are means.

*N reflects randomized patients. 
†P≤0.001.

RADIOGRAPHIC RESPONSE1

Structural joint damage was assessed radiographically and expressed as a change in total modified vdH-S score and its 
components, the erosion score and Joint Space Narrowing (JSN) score, at Week 24 compared with base. 

SIMPONI ARIA® inhibited the progression of structural damage compared with placebo, as assessed by total modified  
vdH-S score as shown in Table 5.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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PASI75 response at Week 24 and PASI90 response at Week 14 and Week 24 were prespecified endpoints that were not adjusted for 
multiplicity; P values are considered nominal.

*The PASI is a system used for assessing and grading the severity of psoriatic lesions and their response to therapy. The PASI produces a numeric score that can range  
from 0 to 72. PASI75 is defined as a ≥75% improvement in PASI score from baseline. PASI90 is defined as a ≥90% improvement in PASI score from baseline.

†PASI75 response and PASI90 response were evaluated in patients with ≥3% BSA psoriasis skin involvement at baseline.

‡Improvement from baseline in PASI score is based on imputed data using last observation carried forward (LOCF) for missing data.

Figure 15. PASI75 Response and PASI90 Response9

SKIN SYMPTOM RESPONSE*

PASI response with SIMPONI ARIA® vs placebo 

In patients with ≥3% BSA psoriasis skin involvement at baseline, those receiving SIMPONI ARIA® achieved a 59% PASI75  
response compared with 14% of patients in the placebo group (P<0.001) at Week 14.9

SIMPONI ARIA® has not been studied in and is not indicated for the treatment of plaque psoriasis. The GO-VIBRANT study 
population included patients with wide ranges of psoriasis disease severity not reflective of a plaque psoriasis population. 
These data do not provide evidence of a clinically meaningful improvement in mild to moderate psoriasis. 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 16. Percentage of Patients With HAQ-DI Response (≥0.3 improvement from baseline)9 

HAQ-DI response at Week 24 was a prespecified endpoint that was not adjusted for multiplicity; P value is considered nominal. 

 *A reduction in HAQ-DI score of ≥0.3 is clinically meaningful. The HAQ-DI is a validated questionnaire. It is scored from 0 (no disability) to 3 (completely disabled).

†The same patients may not have responded at each time point.

 ‡In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following:increased the dose of MTX or oral corticosteroids 
over baseline for PsA not as part of early escape; initiated treatment with DMARDs,systemic immunosuppressives, treatment with oral, intravenous (IV), or intramuscular (IM) 
corticosteroids, and/or biologics for PsA;met early escape criteria at Week 16 and started concomitant medication intervention; or discontinued treatment due to an unsatisfactory 
therapeutic effect. Treatment failure criteria were applied through Week 24 only. Last observation carried forward (LOCF) rules were applied to missing data.

 §Change from baseline in HAQ-DI score is based on imputed data using LOCF for missing data.

HAQ-DI*

At Week 14, patients receiving SIMPONI ARIA® (n=241) saw a mean decrease (improvement) from baseline in HAQ-DI score of 
–0.60 as compared with –0.12 for patients receiving placebo (n=239) (P<0.001).
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 17. Mean Improvement From Baseline in PCS and MCS Scores at Week 14 and Week 241,9
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SF-36 

ACR20 response at Week 14 (primary endpoint): 75% of patients receiving SIMPONI ARIA® + MTX achieved ACR20 response vs 
22% of patients receiving placebo + MTX (P<0.001).1

At Week 14, the mean improvement from baseline in HAQ-DI* score was 0.60 for patients receiving SIMPONI ARIA® +/-MTX 
(n=241) vs 0.13 for patients receiving placebo +/- MTX (n=239) (P<0.001).1,9

Change in SF-36 PCS and MCS scores were analyzed at Week 14. 
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PCS score at Week 24 was a prespecified endpoint that was  
not adjusted for multiplicity. P value is considered nominal.

 *HAQ-DI=Health Assessment Questionnaire Disability Index. A reduction in HAQ-DI score of ≥0.3 is clinically meaningful.  
The HAQ-DI is a validated questionnaire. It is scored from 0 (no disability) to 3 (completely disabled).

†Mean change from baseline in PCS scores and MCS scores is based on imputed data using LOCF for missing data.

‡PCS and MCS scores of ≥5 are considered clinically meaningful. 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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Figure 18. Complete Resolution of Enthesitis in Patients With Enthesitis at Baseline (76%)1†‡§

*No missing data imputation rule is applied.

†A decrease in LEI score indicated improvement. Only patients with enthesitis at baseline were included in the LEI analyses. The LEI index ranges from 0 to 6. Patients with enthesitis at 
baseline had an LEI enthesitis score >0 at Week 0. Patients with resolution of enthesitis had a score of 0 at the time point being analyzed. 76% of patients had enthesitis at baseline.

‡Resolution of enthesitis is based on imputed data using LOCF for missing data.
§The same patients may not have responded at each time point.

Resolution of enthesitis at Week 14 and Week 24 were prespecified endpoints that were not adjusted for multiplicity; at Week 24,  
the P value is considered nominal. At Week 14, the P value was not calculated.

ENTHESITIS

At Week 14, patients receiving SIMPONI ARIA® (n=182) demonstrated a greater mean decrease of –1.8 (improvement) from 
baseline in Leeds Enthesitis Index (LEI)* score as compared with –0.8 in patients receiving placebo (n=173) (P<0.001).9*†
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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*No missing data imputation rule is applied.

†Only patients with dactylitis at baseline were included in the analyses. The results for each digit were summed to produce a final dactylitis index score (range 0 to 60).  
A score of >0 indicates dactylitis. Patients with resolution of dactylitis had a score of 0 at the time point being analyzed. 54% of patients had dactylitis at baseline.

‡Dactylitis is based on imputed data using LOCF for missing data.
§The same patients may not have responded at each time point.

Resolution of dactylitis at Week 14 and Week 24 were prespecified endpoints that were not adjusted for multiplicity; at Week 24,  
the P value is considered nominal. At Week 14, the P value was not calculated.

Figure 19. Complete Resolution of Dactylitis in Patients With Dactylitis at Baseline (54%)†‡§

DACTYLITIS

At Week 14, patients receiving SIMPONI ARIA® (n=130) demonstrated a greater mean decrease of –7.8 (improvement) from 
baseline in dactylitis score as compared with –2.8 for patients receiving placebo (n=115) (P<0.001).9*†

RESULTS
PsA
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SAFETY PROFILE IN A CLINICAL TRIAL
WEEK 24

The safety data described in this next section are based on randomized, double-blind, placebo controlled trials in patients  
with PsA receiving SIMPONI ARIA® by IV infusion (GO-VIBRANT). 

The GO-VIBRANT trial included 239 control-treated patients and 240 SIMPONI ARIA®-treated patients. The proportion of 
patients who discontinued treatment due to adverse reaction in the controlled phase of GO-VIBRANT through Week 24 was 
2.1% for SIMPONI ARIA®-treated patients and 1.3% for placebo-treated patients.9

Through Week 24, 46.3% of SIMPONI ARIA®-treated patients experienced ≥1 AE as compared with 40.6% in the placebo group. 
AEs that occurred in ≥5% of SIMPONI ARIA®-treated patients through Week 24 were increased alanine aminotransferase (ALT) 
(7.9%) and increased aspartate aminotransferase (AST) (5.4%) compared with 2.1% of patients receiving placebo; 1.7% of 
SIMPONI ARIA®-treated patients had an ALT 5X the upper limit of normal (ULN).9

Table 6 shows the safety data based on the GO-VIBRANT trial in patients with active PsA receiving SIMPONI ARIA®  
through Week 24.

Please see pages 38 and 39 for Week 24 Figures.

PsA
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SAFETY PROFILE IN A CLINICAL TRIAL

Table 6. AEs Reported in the Placebo-Controlled Phase (Week 24)9 

WEEK 24

• AEs were similar to those observed in patients with RA, with the exception of psoriasis (new onset or worsening, palmar/plantar,  
and pustular), which occurred in <1% of SIMPONI ARIA®-treated patients1

• The incidence of the adverse reactions reported in PsA were similar to RA with the exceptions of higher incidence in SIMPONI ARIA®  
for increased ALT (7.9% vs 2.1% in placebo), increased AST (5.4% vs 2.1% in placebo), and decreased neutrophil count (4.6% vs 2.1%  
in placebo)1

• ALT elevations ≥5X the ULN occurred in 1.7% of SIMPONI ARIA®-treated patients and <1% of placebo-treated patients

• No opportunistic infections or active TB were reported in the SIMPONI ARIA® or placebo groups9

• No malignancies were reported in in the SIMPONI ARIA® group compared with 2 malignancies in the placebo group (n=2)9

SIMPONI ARIA® +/- MTX Placebo (saline) +/- MTX

Number of patients, n* 240 239

Mean follow-up, weeks 23.9 23.2

Patients with ≥1 AE, % (n) 46.3 (111) 40.6 (97)

Patients with ≥1 serious AE, % (n) 2.9 (7) 3.3 (8)

Discontinuation rate due to AEs, % (n) 2.1 (5) 1.3 (3)

Patients with ≥1 infection, % (n) 18.8 (45) 15.5 (37)

Most common AEs (occurring in ≥5% of patients treated with SIMPONI ARIA® +/- MTX)

ALT increased 7.9 (19) 2.1 (5)

AST increased 5.4 (13) 2.1 (5)

* Patients may appear in more than 1 column.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Infusion reactions reported for the SIMPONI ARIA® group included headache (1 patient, 0.4%) and infusion-related reaction 
(infusion-reaction tightness of the chest, infusion-reaction anxiety, and infusion-reaction dyspnea; 1 patient, 0.4%). None 
of these infusion reactions were considered severe or serious.9

SAFETY PROFILE IN A CLINICAL TRIAL
WEEK 24
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Figure 20. Proportion of Patients With  
≥1 Infusion Reaction at Week 249
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Figure 21. Infusions Accompanied  
by ≥1 Infusion Reaction9
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

ACTIVE ANKYLOSING SPONDYLITIS
Ankylosing spondylitis (AS) is a chronic inflammatory disease of unknown etiology involving the sacroiliac joints and often  
the axial skeleton, entheses, and peripheral joints. AS affects men 2 to 3 times more often than women. It is estimated that  
700,000 Americans have AS, with the majority of onset between the ages of 20 to 30.16,17 

AS affects a patient’s quality of life, as it often involves accompanying dactylitis (25% to 50%), uveitis (25% to 40%), inflammatory  
bowel disease (26%), and psoriasis (10%). Although the progression of AS varies, approximately one-third of patients progress 
to serious disability.16 

According to recommendations from the American College of Rheumatology and the Spondylitis Association of America, and 
the Spondyloarthritis Research and Treatment Network, the goals of AS treatment are to “…reduce symptoms, maintain spinal 
flexibility and normal posture, reduce functional limitations, maintain work ability, and decrease disease complications.”18

Diagnostic Criteria 

Within the United States, the modified New York criteria are commonly used to diagnose AS (see Table 7). In the GO-ALIVE trial, 
eligible patients had a diagnosis of AS according the modified New York criteria.16

Table 7. Modified New York Criteria for AS16

Diagnosis requires the radiological criterion and at least 1 of the clinical criteria

Clinical criteria:

• Low back pain and stiffness for more than 3 months that improves with exercise, but is not relieved by rest

• Limitation of motion of the lumbar spine in the sagittal and frontal planes

• Limitation of chest expansion relative to normal values correlated for age and sex

Radiological criterion:

• Sacroiliitis grade ≥2 bilaterally or grade 3-4 unilaterally

Definite AS if the radiological criterion is associated with at least 1 clinical criterion 

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

EFFICACY IN A CLINICAL TRIAL
GO-ALIVE Trial9

The efficacy and safety of SIMPONI ARIA® were evaluated in a 28-week, multicenter, randomized, double-blind, placebo-
controlled study in 208 patients ≥18 years of age with active AS.

Methods1,9

Patients had a diagnosis of “definite AS” for ≥3 months according to modified New York criteria. Eligible patients were required 
at screening to present with: 

• Symptoms of active disease, as evidenced by Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score ≥4 and a visual 
analogue scale (VAS) score ≥4 for total back pain, each on a scale of 0 to 10 cm

• A CRP level of ≥0.3 mg/dL

• Either had an inadequate response to at least 2 NSAIDs over a 4-week period in total with maximal recommended doses of NSAID(s),  
or was unable to receive a full 4 weeks of maximal NSAID therapy because of intolerance, toxicity, or contraindications to NSAIDs

• If receiving these medications, patients were on stable doses of MTX, SSZ, HCQ, low-dose oral corticosteroids, and/or NSAIDs

The mean patient age was 38.8 years (range 19 to 67 years), with 78.4% being men. The mean duration of AS disease was  
5.54 years, mean duration of inflammatory back pain was 10.9 years, 90% were HLA-B27 positive, 8.2% had a prior joint surgery 
or procedure, 5.8% had complete ankylosis of the spine, 14% had received prior therapy with 1 biologic TNF blocker (other  
than golimumab) and discontinued for reasons other than treatment failure within the first 16 weeks (primary failure), and  
76% received at least 1 DMARD in the past. During the trial, the use of concomitant medications included NSAIDs (88%),  
SSZ (38%), corticosteroids (26%), MTX (18%), and HCQ (0.5%).

Of the 208 patients randomized, 97.6% (n=203) completed the 28-week study; 2.4% discontinued (n=5), with the most common 
reason being withdrawal of consent.1,8

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

STUDY DESIGN9

Patients were randomized to 1 of 2 treatment groups to receive 30-minute infusions at Weeks 0, 4, and 12. 

• Group 1 (n= 105): 2 mg/kg of SIMPONI ARIA®

• Group 2 (n=103): placebo 

Primary endpoint9

The primary endpoint was the percentage of patients achieving an Assessment of SpondyloArthritis international Society 
(ASAS) 20 response at Week 16.

Secondary endpoints9

Major secondary endpoints included:

• The percentage of patients achieving an ASAS40 at Week 16

• The percentage of patients with at least 50% improvement from baseline in BASDAI at Week 16

• Change from baseline in Bath Ankylosing Spondylitis Functional Index (BASFI) at Week 16

Figure 22. Trial Protocol9
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

ASAS RESPONSE9

The primary study endpoint was reached at Week 16 when 73% of patients receiving SIMPONI ARIA® achieved ASAS20 response 
as compared with 26% of patients receiving placebo (P<0.001) (see Figure 23).

• At Week 2, the percentage of patients achieving an ASAS20 response in the SIMPONI ARIA® group was 37% as compared  
with 19% of patients receiving placebo (P=0.005) 

• Also, 48% of patients receiving SIMPONI ARIA® achieved an ASAS40 response at Week 16 as compared with 9% of patients  
receiving placebo (P<0.001)(see Figure 24)

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 23. ASAS20 Response Over Time9

*An ASAS20 response is defined as an improvement of ≥20% from baseline and absolute improvement from baseline of at least 1 on a 0-to-10 scale in at least 3 of the following 4 
domains: patient global, total back pain, function (BASFI), and inflammation average of the last 2 questions of the BASDAI concerning morning stiffness. An absence of deterioration 
from baseline (deterioration defined as ≥20% worsening and absolute worsening of at last 1 on a 0-to-10 scale) in the potential remaining domain. 

†The same patients may not have responded at each time point.

‡In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: initiated new DMARDs, biologics, or systemic 
immunosuppressives; increased SSZ, MTX, or HCQ above baseline dose; initiated treatment with oral, IV, or IM corticosteroids; increased the dose of oral corticosteroids above 
baseline dose; or discontinued treatment due to unsatisfactory therapeutic effect. Treatment failure rules were applied only through Week 16. LOCF rules were applied for partially 
missing data and NRI for completely missing data. 
¶At Week 16, all remaining patients in the placebo group began receiving SIMPONI ARIA® in a blinded manner.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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Figure 24. ASAS40 Response Over Time9

*An ASAS40 response is defined as a ≥40% improvement in 3 of the 4 domains with an absolute improvement of at least 2 on a 0-to-10 scale, and no worsening in the  
remaining domain. 

†The same patients may not have responded at each time point.

‡In this intention-to-treat (ITT) analysis, patients were considered to be nonresponders if they experienced any of the following: initiated new DMARDs, biologics, or systemic 
immunosuppressives; increased SSZ, MTX, or HCQ above baseline dose; initiated treatment with oral, IV, or IM corticosteroids; increased the dose of oral corticosteroids above 
baseline dose; or discontinued treatment due to unsatisfactory therapeutic effect. Treatment failure rules were applied only through Week 16. LOCF rules were applied for partially 
missing data.

§At Week 16, all remaining patients in the placebo group began receiving SIMPONI ARIA® in a blinded manner.

ASAS40 response at Week 2 was a prespecified endpoint that was not adjusted for multiplicity; P value is considered nominal.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

IMPROVEMENT ACROSS ASAS20 RESPONSE COMPONENTS AT WEEK 16* 
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Figure 25. Improvement Across ASAS20 Response Components at Week 169 

*Based on observed data from the full analysis set.

†N reflects randomized patients; actual number of patients evaluable for each endpoint may vary.

‡Measured on a VAS with 0=very well, 100=very poor.
§Measured on a VAS with 0=no pain, 100=most severe pain. 
||Inflammation is the mean of 2 morning stiffness self-assessments in the BASDAI.

ASAS20 RESPONSE COMPONENTS

Patients treated with SIMPONI ARIA® who demonstrated at least a 20% improvement from baseline in each component  
of the ASAS at Week 16 compared with patients receiving placebo as described in Figure 25.9 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 26. BASDAI50 Response at Week 169
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ASAS20 response at Week 16 (primary endpoint): 73% of patients receiving SIMPONI ARIA® achieved ASAS20 response vs 16% of 
patients receiving placebo (P<0.001).1 

Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) is a summary of 6 self-assessments, using a VAS where  
patients rate (0-10) on the following criteria: 

Score is calculated as 0.2 (A + B + C+ D + 0.5 [E+F]).

At Week 16, patients receiving SIMPONI ARIA® noted an improvement of –3.12 in BASDAI score from baseline as compared with 
placebo (–1.11) (P<0.001)1 (see Figure 26).

RESULTS

*BASDAI50 is defined as at least a 50% improvement from baseline.

†At least a 50% improvement from baseline in BASDAI was based on imputed data using treatment failure and LOCF for missing data.

Nearly 3x more patients achieved BASDAI50* response with SIMPONI ARIA® than with placebo.

A. Fatigue

B. Spinal pain

C. Joint pain

D. Enthesitis

E. Qualitative morning stiffness

F. Quantitative morning stiffness

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 27. Mean Improvement in SF-36 PCS Score From Baseline9 

*No missing data imputation rule was applied.

SF-36

ASAS20 response at Week 16 (primary endpoint): 73% of patients receiving SIMPONI ARIA® achieved ASAS20 response vs 16%  
of patients receiving placebo (P<0.001).1

At Week 16, the mean improvement in SF-36 PCS score was 8.52 for patients receiving SIMPONI ARIA® as compared with 2.87 for 
patients receiving placebo (P<0.001)9 (see Figure 27).
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

*No missing data imputation rule was applied.

Figure 28. Mean Improvement in SF-36 MCS Score From Baseline9
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0.84

6.47†

SF-36 (continued)

ASAS20 response at Week 16 (primary endpoint): 73% of patients receiving SIMPONI ARIA® achieved ASAS20 response vs  
16% of patients receiving placebo (P<0.001).1

At Week 16, the mean improvement from baseline in BASFI score was –2.4 for patients receiving SIMPONI ARIA® (n=105) vs  
–0.5 for patients receiving placebo (n=98) (P<0.001).1,9

At Week 16, the mean improvement in SF-36 MCS score was 6.47 for patients receiving SIMPONI ARIA® as compared with  
0.84 for patients receiving placebo (P<0.001)9 (see Figure 28).
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

Figure 29. Mean Improvement in ASQoL Score From Baseline9 

*The analysis was performed using the Mixed Model of Repeat Measure (MMRM) based on observed data. 

ASQoL SCORE*

ASAS20 response at Week 16 (primary endpoint): 73% of patients receiving SIMPONI ARIA® achieved ASAS20 response vs 16%  
of patients receiving placebo (P<0.001).1 

Patients receiving SIMPONI ARIA® demonstrated a statistically significant decrease in Ankylosing Spondylitis Quality of Life 
(ASQoL) scores (improvement) at Week 16 as compared with patients receiving placebo (P<0.001) (see Figure 29).
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SAFETY PROFILE IN A CLINICAL TRIAL
The safety data described in this next section are based on a randomized, double-blind, placebo controlled trial in patients with 
AS receiving SIMPONI ARIA® by IV infusion (GO-ALIVE). 

WEEK 169

The GO-ALIVE trial included 103 control-treated patients and 105 SIMPONI ARIA®-treated patients. There were no patients who 
discontinued treatment due to an adverse reaction in either the controlled phase or the SIMPONI ARIA®-treated phase of  
GO-ALIVE through Week 16.

Through Week 16, 32.4% of SIMPONI ARIA®-treated patients experienced ≥1 AE as compared with 23.3% of patients receiving 
placebo. The only AE that occurred in ≥5% of patients receiving SIMPONI ARIA® was nasopharyngitis (5.7%), which occurred in  
1.0% of patients receiving placebo.

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SAFETY PROFILE IN A CLINICAL TRIAL

Table 8. AEs Reported in the Placebo-Controlled Phase (Week 16)9

• The adverse reactions were similar to those reported in patients with RA, with the exception of the higher incidence of ALT increased, 
which occurred in 2.9% of SIMPONI ARIA®-treated patients compared with none of the placebo-treated patients9

• No opportunistic infections, active TB, or malignancies were reported in the SIMPONI ARIA® and placebo groups9

• The safety profile through Week 28 was similar to the safety profile during the first 16 weeks of the study9

SIMPONI ARIA® Placebo (saline)

Number of patients, n* 105 103

Mean follow-up, weeks 16.1 16

Patients with ≥1 AE, % (n) 32.4 (34) 23.3 (24)

Patients with ≥1 serious AE, % (n) 1.9 (2) 0

Discontinuation rate due to AEs, % (n) 0 0

Patients with ≥1 infection, % (n) 11.4 (12) 7.8 (8)

Most common AEs (occurring in ≥5% of patients treated with SIMPONI ARIA®)

Nasopharyngitis 5.7 (6) 1.0 (1)

* Patients may appear in more than 1 column.

WEEK 16

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

• Infusion reactions reported in patients receiving SIMPONI ARIA® included fatigue (2 events in 1 patient), postural dizziness  
(1 event in 1 patient), and rash (1 event in 1 patient). No infusion reaction was considered to be serious or severe9
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SAFETY PROFILE IN A CLINICAL TRIAL
WEEK 16
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SIMPONI ARIA®

Number of patients, n 204

Mean follow-up, weeks 20.2

Patients with ≥1 AE, % (n) 34.8% (71)

Patients with ≥1 serious AE, % (n) 1% (2)

Discontinuation rate due to AEs, % (n) 0.5% (1)

Patients with ≥1 serious infection, % (n) 0.5% (1)

Patients with ≥1 opportunistic infections, % (n) 0

Patients with ≥1 active TB, % (n) 0

Patients with ≥1 malignancy, % (n) 0

Most common AEs (occurring in ≥5% of patients)

Nasopharyngitis (5.4%; 11)

Table 9. Controlled and Uncontrolled Phases Through Week 289 

WEEK 28

Table 9 presents the safety data in the controlled and uncontrolled phase, with a mean follow-up of approximately 20.2 weeks. 

SAFETY PROFILE IN A CLINICAL TRIAL

• The safety profile through Week 28 was similar to the safety profile during the first 16 weeks of the study

• From Week 16 through Week 28, no further infusion reactions were reported9

AS
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.
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  INFUSIONS ACCOMPANIED BY ≥1 INFUSION 
REACTION REPORTED IN THE CONTROLLED 

AND UNCONTROLLED PHASES

Figure 32. Infusions Accompanied by ≥1 Infusion Reaction Reported in the Controlled and Uncontrolled Phases9 

SAFETY PROFILE IN A CLINICAL TRIAL
WEEK 28
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IMPORTANT SAFETY INFORMATION
SERIOUS INFECTIONS
Patients treated with SIMPONI ARIA® (golimumab) are 
at increased risk for developing serious infections that 
may lead to hospitalization or death. Most patients who 
developed these infections were taking concomitant 
immunosuppressants such as methotrexate or 
corticosteroids. Discontinue SIMPONI ARIA® if a patient 
develops a serious infection.

Reported infections with TNF blockers, of which  
SIMPONI ARIA® is a member, include: 

• Active tuberculosis (TB), including reactivation of latent 
TB. Patients frequently presented with disseminated or 
extrapulmonary disease. Test patients for latent TB before 
SIMPONI ARIA® use and during therapy. Initiate treatment 
for latent infection prior to SIMPONI ARIA® use.

• Invasive fungal infections, including histoplasmosis, 
coccidioidomycosis, candidiasis, aspergillosis, 
blastomycosis, and pneumocystosis. Patients with 
histoplasmosis or other invasive fungal infections may 
present with disseminated, rather than localized, disease. 
Consider empiric anti-fungal therapy in patients at risk  
for invasive fungal infections who develop severe  
systemic illness.

• Bacterial, viral, and other infections due to opportunistic 
pathogens, including Legionella and Listeria.

Consider the risks and benefits of treatment with  
SIMPONI ARIA® prior to initiating therapy in patients with 
chronic or recurrent infection. Do not start SIMPONI ARIA® 
in patients with clinically important active infections, 
including localized infections. Closely monitor patients 
for the development of signs and symptoms of infection 
during and after treatment with SIMPONI ARIA®, including 
the possible development of TB in patients who tested 
negative for latent TB infection prior to initiating 
therapy, who are on treatment for latent TB, or who were 
previously treated for TB infection.

Risk of infection may be higher in patients greater than  
65 years of age, patients with co-morbid conditions and/or 
patients taking concomitant immunosuppressant therapy. 
Other serious infections observed in patients treated with 
SIMPONI ARIA® included sepsis, pneumonia, cellulitis,  
and abscess. 

MALIGNANCIES
Lymphoma and other malignancies, some fatal, have been 
reported in children and adolescent patients treated 
with TNF blockers, of which SIMPONI ARIA® is a member. 
Approximately half the cases were lymphomas, including 
Hodgkin’s and non-Hodgkin’s lymphoma. The other cases 
represented a variety of malignancies, including rare 

malignancies usually associated with immunosuppression 
and malignancies not usually observed in children or 
adolescents. Malignancies occurred after a median of  
30 months after the first dose of therapy. Most of the 
patients were receiving concomitant immunosuppressants.

In the controlled portions of clinical trials of TNF blockers 
including the subcutaneous formulation of golimumab, 
more cases of lymphoma have been observed among 
patients receiving anti-TNF treatment compared with 
patients in the control groups. In clinical trials, the  
incidence of malignancies other than lymphoma and  
non-melanoma skin cancer per 100 patient-years of  
follow-up was 0.56 (95% CI: 0.01, 3.11) in the SIMPONI ARIA® 
group compared with an incidence of 0 (95% CI: 0.00, 3.79) 
in the placebo group. Cases of acute and chronic leukemia 
have been reported with TNF-blocker use, including 
SIMPONI ARIA®. The risks and benefits of TNF-blocker 
therapy should be considered prior to initiating therapy 
in patients with a known malignancy or who develop a 
malignancy.

Postmarketing cases of hepatosplenic T-cell lymphoma 
(HSTCL), a rare type of T-cell lymphoma, have been reported 
in patients treated with TNF blockers. These cases have 
had a very aggressive disease course and have been fatal. 
Nearly all reported cases have occurred in patients with 
Crohn’s disease or ulcerative colitis, and the majority were 
in adolescent and young adult males. Almost all of these 
patients had received treatment with azathioprine or 
6-mercaptopurine concomitantly with a TNF blocker at or 
prior to diagnosis. A risk for the development for HSTCL in 
patients treated with TNF blockers cannot be excluded.

Melanoma and Merkel cell carcinoma have been reported  
in patients treated with TNF-blocking agents, including  
SIMPONI ARIA®. Periodic skin examination is recommended 
for all patients, particularly those with risk factors for  
skin cancer. 

HEPATITIS B REACTIVATION
The use of TNF blockers, of which SIMPONI ARIA® is a 
member, has been associated with reactivation of hepatitis B 
virus (HBV) in patients who are chronic hepatitis B carriers. In 
some instances, HBV reactivation occurring in conjunction 
with TNF-blocker therapy has been fatal. The majority 
of these reports have occurred in patients who received 
concomitant immunosuppressants.

All patients should be tested for HBV infection before 
initiating TNF-blocker therapy. For patients who test positive 
for hepatitis B surface antigen, consult a physician with 
expertise in the treatment of 
hepatitis B before initiating 
TNF-blocker therapy.

(continued on next page)



HEPATITIS B REACTIVATION (continued)
Exercise caution when prescribing SIMPONI ARIA® for 
patients identified as carriers of HBV and closely monitor 
for active HBV infection during and following termination of 
therapy with SIMPONI ARIA®. Discontinue SIMPONI ARIA® in 
patients who develop HBV reactivation, and initiate antiviral 
therapy with appropriate supportive treatment. Exercise 
caution when considering resumption of SIMPONI ARIA®, 
and monitor patients closely. 

HEART FAILURE
Cases of worsening congestive heart failure (CHF) and new-
onset CHF have been reported with TNF blockers, including 
SIMPONI ARIA®. Some cases had a fatal outcome. Exercise 
caution in CHF patients receiving SIMPONI ARIA® and 
monitor them closely during therapy. Discontinue  
SIMPONI ARIA® if new or worsening symptoms of heart 
failure appear. 

DEMYELINATING DISORDERS
Use of TNF blockers, including SIMPONI ARIA®, has been 
associated with rare cases of new-onset or exacerbation of 
demyelinating disorders, including multiple sclerosis (MS) 
and Guillain-Barré syndrome. Cases of central demyelination, 
MS, optic neuritis, and peripheral demyelinating 
polyneuropathy have rarely been reported in patients 
treated with golimumab. Exercise caution in considering 
the use of SIMPONI ARIA® in patients with these disorders. 
Consider discontinuation if these disorders develop. 

AUTOIMMUNITY
Treatment with TNF blockers, including SIMPONI ARIA®,  
may result in the formation of antinuclear antibodies.  
Rarely, treatment with TNF blockers may result in a  
lupus-like syndrome. Discontinue treatment if symptoms  
of a lupus-like syndrome develop. 

USE WITH OTHER DRUGS
The concomitant use of a TNF blocker and abatacept 
or anakinra was associated with a higher risk of serious 
infections, therefore the use of SIMPONI ARIA® in 
combination with these products is not recommended. 
Care should be taken when switching from one biologic to 
another since overlapping biological activity may further 
increase the risk of infection. A higher rate of serious 
infections has also been observed in RA patients treated 
with rituximab who received subsequent treatment with a 
TNF blocker. The concomitant use of SIMPONI ARIA® with 
biologics approved to treat RA is not recommended because 
of the possibility of an increased risk of infection. 

HEMATOLOGIC CYTOPENIAS
There have been reports of pancytopenia, leukopenia, 
neutropenia, and thrombocytopenia in patients receiving 
SIMPONI ARIA® in clinical trials. Additionally, aplastic anemia 
has been reported in patients receiving TNF blockers. 
Exercise caution when using SIMPONI ARIA® in patients  
who have or had significant cytopenias. 

VACCINATIONS/THERAPEUTIC INFECTIOUS AGENTS
People receiving SIMPONI ARIA® can receive vaccinations,  
except for live vaccines. Use of live vaccines could result 
in clinical infections, including disseminated infections. 
Administration of live vaccines to infants exposed to  
SIMPONI ARIA® in utero is not recommended for 6 months 
following the mother’s last SIMPONI ARIA® infusion during 
pregnancy due to an increased risk of infection. It is 
recommended that therapeutic infectious agents  
not be given concurrently with SIMPONI ARIA® due  
to the possibility of clinical infections, including  
disseminated infections. 

HYPERSENSITIVITY REACTIONS
Serious systemic hypersensitivity reactions (including 
anaphylaxis) have been reported following administration  
of the subcutaneous formulation of golimumab and  
SIMPONI ARIA®, some occurring after the first dose. 
Hypersensitivity reactions including hives, pruritus, dyspnea,  
and nausea, were reported in association with infusions of 
SIMPONI ARIA®. If an anaphylactic or other serious allergic 
reaction occurs, discontinue SIMPONI ARIA® immediately  
and institute appropriate therapy. 

ADVERSE REACTIONS
The most serious adverse reactions were serious infections  
and malignancies.

The most common adverse reactions (incidence ≥3%) 
reported in clinical trials were: upper respiratory tract 
infection, alanine aminotransferase increase, viral infection, 
aspartate aminotransferase increase, neutrophil count 
decrease, bronchitis, hypertension, and rash. In the 
controlled phase of Trial RA, the rate of infusions  
associated with an infusion reaction was reported  
in 1.1% of SIMPONI ARIA® infusions compared with  
0.2% of infusions in the control group. 

Please see full Prescribing Information  
and Medication Guide for SIMPONI ARIA®.  
Provide the Medication Guide  
to your patients and encourage discussion.
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

DISTRIBUTION NETWORK
SIMPONI ARIA® distribution is open and is fulfilled directly through wholesalers, who sell it to specialty distributors,  
specialty pharmacies, hospitals, and the Department of Veterans Affairs and Department of Defense.

SIMPONI ARIA® NDC No. List Price Per Vial

50 mg per 4 mL (12.5 mg per mL) of 
solution in each single-use vial1 57894-350-01 $1652.59 (as of October 1, 2017)

Figure 33. SIMPONI ARIA® Packaging 
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SELECTED IMPORTANT SAFETY INFORMATION
Serious and sometimes fatal side effects have been reported with SIMPONI ARIA® (golimumab), including infections due  
to tuberculosis, invasive fungal infections (e.g., histoplasmosis), bacterial, viral, or other opportunistic pathogens. Prior  
to initiating SIMPONI ARIA® and periodically during therapy, evaluate patients for active tuberculosis and test for latent 
infection. Lymphoma, including a rare and fatal cancer called hepatosplenic T-cell lymphoma, and other malignancies 
can occur in adults and children, and can be fatal. Other serious risks include melanoma 
and Merkel cell carcinoma, heart failure, demyelinating disorders, lupus-like syndrome, 
hypersensitivity reactions, and hepatitis B reactivation. Prior to initiating SIMPONI ARIA®,  
test patients for hepatitis B viral infection. Please see related and other  
Important Safety Information on pages 56-57.

SUMMARY
• SIMPONI ARIA® (golimumab) is a fully human anti-TNF monoclonal antibody indicated for the treatment of adults with 

moderately to severely active rheumatoid arthritis (RA), in combination with MTX, for active psoriatic arthritis (PsA), and 
for active ankylosing spondylitis (AS)1

• SIMPONI ARIA® is administered as a short 30-minute infusion once every 8 weeks after starter doses at Weeks 0 and 41

• SIMPONI ARIA® demonstrated improvement in signs and symptoms in patients with moderately to severely active RA in 
combination with MTX, active PsA, and active AS1

• SIMPONI ARIA® demonstrated inhibition of the progression of structural damage in patients with moderately to severely 
active RA and active PsA1

• SIMPONI ARIA® has a demonstrated safety profile in clinical trials1
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