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What is a clinical research study? 

Before a new medication can be approved to be  

prescribed by doctors for a disease or medical condition, 

it must be proven to be safe and effective in clinical  

research studies (also called clinical trials). 

Even after regulatory organizations (such as the Food  

and Drug Administration [FDA] in the United States and  

the European Medicines Agency [EMA] in the European  

Union) approve a medication to be prescribed by doctors,  

additional studies may be done. These additional studies 

might aim to find out more information about how the  

new medication compares to existing medications, 

or to find out more information about the effects the 

new medication has on symptoms of the disease or 

condition for which it is being prescribed. 



What is the varsity study? 

The varsity study has been designed to compare 

the effects of two different investigational medications 

for people with ulcerative colitis (UC). These 

medications (in the doses being used in this study) 

have been approved to be prescribed by doctors in 

many countries for the treatment of moderately to 

severely active UC. 

We also want to find out more information about 

whether these investigational medications can help 

to improve the health of the digestive system (and 

whether they can prevent worsening of the disease), 

and how they affect the use of a type of UC medication 

known as corticosteroids (these are usually taken when 

symptoms of UC flare up). 

By choosing to take part in the varsity study you 

will be joining a global community of over 2200 like-

minded individuals who are participating in many 

different clinical research studies as part of the 

Universe program of studies. 

What is the Universe program? 

The varsity study is part of an international research 

program known as the Universe program. This program 

consists of multiple clinical research studies that are 

looking at the effects of one of the investigational 

medications for a variety of diseases affecting the 

digestive system, including UC and Crohn’s disease. 

This investigational medication (in the doses being 

used in this study) has already been approved in 

several regions, including North America and European 

Union, for the treatment of moderately to severely 

active UC. However, its use in the Universe program 

studies is investigational. 

The information provided in this brochure is  

designed to answer some of your questions 

about the varsity study, and help you decide if 

would like to take part. This brochure can be 

shared with your family members, primary care 

doctor, or specialist to help explain this study. 



Why is the varsity study needed? 

For some people with moderate or severe symptoms, 

medications that have traditionally been used to 

treat UC may not work well enough to treat their 

symptoms, or they may experience unwanted side 

effects. Consequently, these individuals are in need 

of alternative medications. 

There is also a need to find out how effective 

medications are at improving the health of the 

digestive system in individuals with UC, as well 

as treating the symptoms they experience. 

What medications will I be taking 

in the varsity study? 

There are two different medications being investigated 

in this study. Half of the subjects will receive one of the 

investigational medications and the other half will receive 

the other. All subjects will also receive a placebo (which 

looks the same as the investigational medication but 

contains no active medication). 

 One of the investigational medications works by 

blocking the movement of a certain type of white 

blood cell to the digestive system – the cause of 

inflammation and symptoms in UC. 

 The other investigational medication works by 

blocking a protein called tumor necrosis factor-α 

(TNF-α), which is associated with inflammation and 

symptoms in UC. 

Who receives which investigational medication is 

decided randomly (like flipping a coin) and neither you 

nor the study doctor will know which medication you 

are receiving. Every subject in the study will receive 

both infusions and injections, regardless of which 

medication you are chosen to receive. 



Why will I be given both infusions 

and injections? 

Although you will receive only one active 

investigational medication during the study, every 

subject will receive both infusions and subcutaneous 

injections (injections given under the skin) so that 

neither you nor the doctor will know which medication 

you are receiving: 

 One of the investigational medications is given  

by an infusion directly into your vein. Subjects 

receiving this medication will also receive injections 

that contain a placebo. 

 The other investigational medication is given as an 

injection. Subjects receiving this medication will 

also receive infusions that contain a placebo. 

We perform the study like this so that we can be sure 

that any effects observed in the study are as a result of 

the medications rather than the method in which they 

were given. 

How long will the varsity study last? 

The varsity study will last for about 1 year and 5 

months, which will include regular visits to the study 

centre for the first year. There will also be a telephone 

call with the study team 6 months after you receive the 

last dose of investigational medication. 



 

 

 

What will happen during the varsity study? 

If you are interested in taking part in the study, you will 

need to visit the study centre so that the study doctor 

can check whether the study is right for you. 

If you are able to take part in the study, you and 

every other subject will receive the investigational 

medication by two methods, regardless of which 

medication you are chosen to receive. You will receive 

eight infusions during the study, which will be given 

to you at the study centre. You will be shown how to 

take the injections at the beginning of the study and 

will continue to take them every 2 weeks, both at the 

study centre and at home. 

You will return to the study centre two final times 

after your last dose of investigational medication 

so that your study doctor can check your health, 

and see how you are responding to treatment 

after you have stopped receiving study medication. 

There will be a total of 12 visits to the study centre. 

 

What will happen at the study visits? 

During each study visit, a number of tests will be 

done, which may include: a physical examination; 

measurements of your body temperature, breathing 

rate, blood pressure, and pulse rate; blood and urine 

tests; and an electrocardiogram (ECG), which is 

a test that checks the health of your heart. So your 

study doctor can see the effects of the investigational 

medications on the lining of your digestive system, 

you will also have three flexible sigmoidoscopies 

during the study. This test uses a flexible, narrow 

tube with a light and tiny camera on one end, called 

a sigmoidoscope, to look inside the digestive system. 

During these sigmoidoscopies, the study doctor will 

also take a small tissue sample (known as a biopsy) 

for laboratory analysis. 



 

 

 

What else will I need to do as part 

of the study? 

At the beginning of the study, the study team will show 

you how to complete an electronic Study Diary. You will 

be asked to record your symptoms of UC every day 

throughout the study for approximately 1 year. 

 

What happens if I suffer from symptoms 

of UC during the study? 

You may continue to take certain other medications 

to treat your symptoms of UC throughout the 

varsity study – the study doctor will explain which 

medications you can take. 

Throughout the study, your health will be monitored 

by a team of doctors and nurses. If, at any time, you 

or the study team feel it is not in your best interest to 

remain in the study, you can withdraw from the study, 

and alternative treatment options will be discussed 

with you. 

 

Can I take part in the varsity study? 

You may be able to take part in the varsity study if you: 

• are 18–80 years of age (inclusive) 

• have been diagnosed with UC 

• have previously received, or are currently 

receiving, treatment that has failed to treat 

your symptoms of UC. 

In addition to the above, other assessments will 

need to be done before we can confirm if the study 

is suitable for you. 



 

What else do I need to consider? 

The study team will be able to fully explain the potential 

risks and benefits of joining the varsity study. The 

information from this study will help us learn more 

about the active investigational medications, and 

whether they may help to both reduce the symptoms 

of UC and improve the health of the digestive system. 

If you are able to participate in the varsity study, you 

will receive the investigational medication, and all study related 

health assessments, at no cost to you. 

 

Who should I contact for more information? 

The study team can give you more information about the 

varsity study and can answer any questions you might 

have. Please remember that taking part is voluntary and 

you can leave the study at any time. 

To find out more, please contact: 

 

Thank you for considering participating in the varsity study. 

Royal Wolverhampton Hospital 
Wednesfield Road 
WV10 0QP Wolverhampton 
Contact: study coordinator Marie phone 0190 230 7999 ext 8609  
 

Salford Royal  
Stott Lane, 
M6 8HD Salford 
Contact: Clinical Trial Unit — Marie phone 0161 206 0534  

 

University Hospital Coventry 
Clifford Bridge Road Walsgrave 
CV2 2DX Coventry 
Contact:  
Gastroenterology Research Sister,   
Rupa J. Kumar phone  0247 696 6129 ext. 26129  
 

 
Glasgow Royal Infirmary 
84 Castle Street 
Glasgow 
G4 0SF  
Contact: study coordinator Elizabeth phone 0141 211 6800  


