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Research Subject Information and Consent Form –  
25 February 2016 

Study Title: A Phase 4 Trial Assessing the ImPact of Residual 
Inflammation Detected via Imaging TEchniques, of Drug 
Levels and Patient Characteristics on the Outcome of Dose 
TaperIng of Adalimumab in Clinical Remission 
Rheumatoid ArThritis (RA) subjects (PREDICTRA) 

Protocol Number: M14-500 

Sponsor: For Non-EU Countries:   
AbbVie 
1 North Waukegan Road 
Bldg. AP31-3 
North Chicago, IL  60064
USA 

For EU Countries:   
AbbVie Deutschland 
GmbH & Co. KG (AbbVie) 
Knollstrasse 50 
67061 Ludwigshafen 
Germany 

Study Doctor: [Insert investigator's name] 

Telephone: [Insert site's contact numbers] 

After Hours: [Insert site's after hours contact numbers, if applicable] 

 

Before you can make an informed decision to participate in this research study, you 

should understand the possible risks and benefits of this study.  This process is known as 

informed consent.  [Insert proper EC term here] has approved the information in this 

consent and has given approval for the study doctor to conduct the study.  An Institutional 

Review Board (IRB)/Ethics Committee (EC) is an independent committee made up of a 

group of independent experts and lay persons set up to help protect the rights of research 

subjects.  This does not mean the IRB/EC has approved your participation in the study.  It 

also does not mean the study is without risk.  This consent form may contain words that 

you do not understand.  Please ask the study doctor or the study staff to explain any words 

or information that you do not clearly understand.  You may take home an unsigned copy 

of this consent form to think about or discuss with family, friends or anyone you choose 

before making your decision.  If you decide to participate in this study, you will be asked 

to read and sign this consent form to confirm that you have had the study explained to 
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you, and you have agreed to participate.  You will receive a copy of the signed consent 

form. 

When reading this form, please note that the words "you" and "your" refer to the person in 

the study rather than to a parent/guardian or legally authorized representative who might 

sign this form on behalf of the person in the study. 

[For EU sites] Please insert a statement that positive opinion of Ethics Committee has 

been obtained. 

Introduction 

You have been asked to participate in a research study of a drug called Humira®, 

adalimumab.  Adalimumab has been approved by the regulatory authorities in your 

country, and in other countries, including the United States (US), Food and Drug 

Administration (FDA) and the European Medicines Agency to treat rheumatoid arthritis in 

a recommended dose of 40 mg given by subcutaneous injection every two weeks.  

Therefore, the use of adalimumab 40 mg every three weeks or its withdrawal is 

investigational (experimental) for the purposes of this study.  AbbVie is sponsoring this 

study.  AbbVie is paying the study doctor to perform this study. 

You have been asked to participate in this trial because you have rheumatoid arthritis 

(RA), and you are being treated with adalimumab 40 mg every other week combined with 

a methotrexate or another conventional synthetic disease-modifying anti-rheumatic drugs 

(csDMARD) at a dose recommended by your physician and your disease is under control 

and considered in clinical remission for the past 6 months.  There is a limit of 20% 

enrolled subjects in the study on other csDMARDs or no csDMARDs.  Once this limit is 

met, only subjects on concomitant methotrexate will be allowed into the trial.  You are 

experiencing little to no signs and symptoms of rheumatoid arthritis. 

While the majority of research studies have been conducted to demonstrate the efficacy 

and safety of the use of adalimumab every other week for the treatment of rheumatoid 
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arthritis, this study will be evaluating characteristics of the disease and subjects who can 

reduce the dose of adalimumab to 40 mg every three weeks. 

Being in this study does not replace your regular medical care. 

Purpose of the Study 

The purpose of this study to investigate the association between subject's characteristics, 

including residual joint inflammation and the risk of RA flare after reducing the dose or 

withdrawing adalimumab.  This could help physicians identify which subjects might be 

able to reduce their adalimumab dose without losing clinical remission. 

Study Information 

This multinational study is expected to be conducted at approximately 72 research centers 

in the European Union, Australia, United States and Canada.  Approximately 200 subjects 

with RA will participate in this study. 

This study was designed to enroll 200 subjects for scientific and ethical reasons; therefore, 

if the target number of subjects has been enrolled, and you are in screening, there is a 

possibility that you will not be enrolled. 

Your participation in this study will last approximately 40 weeks or as long as 56 weeks if 

you experience a flare and includes up to 12 study visits (not including unscheduled 

visits) to the research center. 

There will be an initial Screening Period, which can last up to 28 days.  The Screening 

Period will be followed by a Lead-In Period of 4 weeks during which everyone will 

receive adalimumab 40 mg every other week.  Your study doctor will determine whether 

you are able to enter the study based on evaluations at the Screening and at the Lead-In 

Week 0 visits. 

After the Lead-In Period, you will come to the office for a Week 4 (Double-Blind 

Baseline) Visit.  If it is confirmed that you are considered in clinical remission (your 
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disease is under control), you will be randomly assigned by chance to receive either 

adalimumab every three weeks or placebo (inactive substance) that looks like adalimumab 

every three weeks.  You will have an 83% chance (5 in 6) of receiving adalimumab and a 

17% chance (1 in 6) of receiving placebo.  Neither you nor your study doctor or study 

staff will be able to pick which study drug you'll receive.  This is a double-blinded study, 

which means neither you nor your study doctor or study staff will know to which study 

treatment you were assigned.  In case of an emergency, your study doctor will be able to 

find out this information, if he or she feels it is necessary in order to treat you. 

The Double-Blind period which starts at Week 4 (called Double-Blind Baseline Visit) will 

last approximately 36 weeks:  you'll have study visits every 6 weeks:  at Weeks 10, 16, 

22, 28, 34 and 40 or if you discontinue early from study. 

If at any time you think you have a flare, you should call your study doctor to schedule a 

visit (if you don't already have your normally scheduled visit within the next 2 weeks).  At 

this visit, your study doctor will investigate if your experience is a rheumatoid arthritis 

flare.  If a flare is confirmed during the Double-Blind period, you will enter into the 

Open-Label Rescue Arm which consist of stopping the double-blinded study drug and 

initiating adalimumab 40 mg every other week starting at Flare Week 0 and up to 

16 weeks.  If it is determined you do not have a flare, you will continue in the study at 

your regular scheduled visits. 

During the Open-Label Rescue Arm, you will have 4 Visits (Flare Week 0, Flare Week 4, 

Flare Week 10 and Flare Week 16); your study doctor will discuss with you and decide 

which medications can be added to your regimen of adalimumab every other week to 

control your flare. 

Adalimumab will be provided in a pre-filled syringe for injection under the skin 

(subcutaneous).  If needed, the study staff will review with you (or someone who can do it 

for you) how to give yourself these injections.  If you are unable to receive these 

injections, you should not enter this study. 
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To be in this study, you must agree not to take concomitantly any of the following 

treatments:  other than the study biologic therapy (examples are etanercept, infliximab, 

golimumab, certolizumab and tocilizumab), live vaccines (during the study and for 

70 days after the last dose of study drug), the combination of Rifampin/Pyrazinamide, 

anti-retroviral therapy,  not allowed conventional synthetic Disease Modifying Anti-

Rheumatic Drugs (csDMARDs) (e.g., azathioprine, cyclophosphamide, d-penicilamine), 

opioid analgesics (other than tramadol or similar) or marijuana and any drug that is 

considered investigational. 

You must agree to stay on the same dose of some of the medications you are taking, 

including but not limited to methotrexate.  Your study doctor will explain in detail which 

medications you can or cannot take. 

During the study, you must ask your study doctor before changing or taking any new 

medicines, including herbal medicines, or non-prescription medicines you buy at a 

grocery store or drug store.  Ask your study doctor before you get any vaccinations during 

this study.  If you started on TB preventative medicine prior to entering the study or any 

time during the study, you must continue the TB medicine for the full duration prescribed 

or as instructed by your study doctor. 

Procedures 

Study Procedures 

If you agree to be in this study, you will undergo some activities, tests and evaluations to 

determine if you are eligible for this study.  Such tests and evaluations are completed 

during a Screening Period that takes place before participation in the main part of the 

study.  If you are eligible to participate in this study, you will undergo the procedures 

listed in the table below. 
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