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A study to see the effect of tocilizumab on inflammation  
               AIDS 347: IL-6 Blockade in Treated HIV Infection 
 

 
 
Brief Description: 
Anti-HIV medicines have been very successful in allowing people with HIV to control the virus.   However, 
researchers have noticed that many patients have high levels of inflammation even when their medicine is 
controlling their HIV viral load. Inflammation is the body’s response to infection or irritation that can be helpful 
sometimes but can cause long-term problems when it lasts too long. Researchers believe that people with high 
levels of inflammation could, over time, have an increased risk to develop certain health problems such as 
heart disease and some forms of cancer.     
 
Researchers would like to see if the drug tocilizumab (TCZ) can help bring down the levels of inflammation.   
TCZ is a drug currently approved by the United States Food and Drug Administration for the treatment of 
rheumatoid arthritis. Because of the short time that people will receive TCZ in this study, it is not likely that you 
will receive any health benefit from joining this study.   
 
Purpose of this Study:  
The main purposes of this study are to see if giving the anti-inflammation drug TCZ for a short period of time 
brings down levels of inflammation in the blood, and if TCZ is safe and well tolerated when given to people 
living with HIV.   
 
Requirements to Enter Study: 
- HIV positive people, 18 through 60 years old 
- Must be receiving the same anti-HIV medicines for at least 24 weeks; must not include maraviroc.  However, 
  if changed anti-HIV medicines because of reason for not viral failure, may be okay.   
- HIV Viral load less than 200 copies for at least 96 weeks (with one viral load of less than 1,000 allowed) 
- CD4+ count at least 350 and no more than 1,000 at time of enrollment 
- Women of child-bearing potential must agree to use two forms of approved contraception  
- No hepatitis B or C co-infection  
- Other requirements that the doctor or nurse can discuss with you.  
  
Study Drugs:  
The drug in this study is tocilizumab (TCZ), which is currently approved for the treatment of rheumatoid 
arthritis. TCZ is given by intravenous infusion (through a vein in the arm). Everyone in this trial will receive TCZ 
at some point in the trial, but not at the same time. Half of the people who enroll in this trial will receive one 
dose of TCZ every four weeks for the first two months (total of three doses), while the other half will receive 
placebo every four weeks for the first two months (total of three doses). Five months into the trial the people 
who received placebo during the first two months will receive one dose of TCZ every 4 weeks for two months. 
The people who received TCZ during the first two months will receive placebo beginning at the fifth month. You 
will not know which group you are in.   
   
Duration of Study: 48 weeks. There are 13 scheduled study visits, including the screening visit. Some of the 
visits are several hours long.   
 
Compensation provided. 
 

Ask your doctor for more information on this and other trials being offered at the  
Case Western/University Hospitals AIDS Clinical Trials Unit,  

or contact Kristen Allen, RN at (216) 844-8136 or at  
allen.kristen@clevelandactu.org                                                             
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