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PARTICIPANT INFORMATION SHEET  
Main Study 

 
 

TITLE: A 54-Week Treatment, Multicenter, Randomized, Double-Blind, Double-
Dummy, Placebo and Active-Controlled, Parallel-Group Phase 2 Study to 
Assess the Efficacy and Safety of Brazikumab in Participants with Moderately 
to Severely Active Ulcerative Colitis 

SHORT STUDY TITLE: Phase 2 Dose-finding UC Study 
PROTOCOL: 3151-201-008 
IRAS ID: 260266 
SPONSOR: Allergan Sales LLC, 5 Giralda Farms, Madison, NJ 07940.    

Allergan Ltd, 1st Floor, Marlow International, Parkway, Marlow, 
Buckinghamshire, SL7 1YL, United Kingdom (together referred to as 
Allergan) 

RESEARCH STUDY 
DOCTOR & RESEARCH 
SITE ADDRESS: 

<Enter PI/study doctor name & site address> 

RESEARCH SITE 
TELEPHONE NUMBER(S): 

<Enter contact telephone numbers including emergency or out of hours 
number> 

 
INTRODUCTION 
You are being invited to take part in an ulcerative colitis (UC) research study. You do not have to take part if you do 
not want to. Your participation is voluntary. Before choosing to be a part of this study, you need to understand why 
this research is being done and what will happen if you choose to take part.  

The purpose of this participation information sheet (PIS) is to tell you about the study and your role in it. Your doctor 
has reviewed the study and has agreed to be an investigator (referred to in this form as the study doctor). The study 
doctor or study staff will answer any questions you have about this study or the information you read in this document. 
You should read this participant information sheet carefully and ask the study doctor or the study staff to explain any 
words or information that you do not understand. Your questions should be answered clearly and to your satisfaction.  

You may take home a copy of this participant information sheet to help you think about or to discuss the information 
and what it means to you with family, friends and your General Practitioner (GP) before you make your decision. If 
you agree to participate, you will need to sign the informed consent form (ICF) at the end of this document. 

Your participation in this study is voluntary. If you decide not to take part in this study, your decision will be 
respected and you can continue with your current medical care. Your rights and medical care will not be impacted by 
your decision. This study involves research, so please be sure to ask any questions you may have about this study. 
Taking part in research is not the same as getting regular medical care. The purpose of regular medical care is to 
improve your health. The purpose of a research study is to collect information about a medical treatment. Being in this 
study does not replace your regular medical care, but you may have additional evaluations or changes in your 
treatments during the study.  

If you do not take part in the study, you will not lose any benefits, rights, or medical care you are otherwise entitled to 
have. You can decide to participate now, but change your mind later and stop being in the research study  without 
having to give a reason. If you decide to stop taking part, you should tell the study doctor or study staff immediately, 
even if between visits. The study staff may request you to come back for a follow-up visit to check your health. 

All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee, to 
protect your interests. This study has been reviewed and given favourable opinion by [name of] Research Ethics 
Committee. 
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WHAT IS THIS STUDY ABOUT? 
The purpose of this study is to look into the safety and efficacy (how well a drug works) of a drug called brazikumab 
in the treatment of UC. Ulcerative colitis is a type of inflammatory bowel disease (IBD). Ulcerative colitis is a chronic 
(long-term) disease that causes the lining of the large intestine, also known as the colon, to become inflamed (red and 
sore) and appear irritated and swollen. This inflammation may cause ulcers (sores) and bleeding along the lining of the 
large intestine. The disease usually starts slowly and can worsen over time with symptoms ranging from mild to 
severe. One of the goals for treating UC is to eliminate or reduce symptoms.   

Brazikumab is an investigational drug not yet approved for use by the worldwide health agencies, such as the 
European Medicines Agency (EMA) in Europe. 

This research study is looking for approximately 375 participants with UC. The study will be done at approximately 
200 study centres across the world. Participants will be in the study for approximately 73 weeks (or nearly a year and 
a half). 

This study will compare brazikumab with a placebo to evaluate the safety and efficacy of brazikumab in improving 
your UC symptoms and maintaining that improvement over time. Placebo is a medically inactive solution that looks 
like brazikumab but does not contain any active medication.  

This study will also compare brazikumab with vedolizumab (Vedolizumab is  a medication that is approved and 
available for UC treatment in United Kingdom), to evaluate the safety and efficacy of brazikumab in improving your 
UC symptoms and maintaining that improvement over time as compared to vedolizumab. 

“Study medication” will refer to brazikumab, vedolizumab, and placebo in this consent form and during the study 
itself. 

If you choose to be a part of this study, you will be assigned by chance (like drawing straws) to one of 5 study groups. 
For the first 3 visits, the study medication will be given only through a needle placed in a vein (intravenously). For all 
other study visits at 4-week intervals, you will receive study medication intravenously and as an injection through 
your skin (subcutaneously).  

You will be randomly assigned to 1 of the following groups: 

• Brazikumab: intravenous (IV) brazikumab 700 mg at Visit 2 (Day 1), Visit 3 (Day 15), and Visit 5 (Day 
43) followed by subcutaneous (SC; a needle is placed under your skin) brazikumab 210 mg or 105 mg 
every 4 weeks beginning at Visit 6 (Day 71) 

• Brazikumab: IV brazikumab 1400 mg at Visit 2 (Day 1), Visit 3 (Day 15), and Visit 5 (Day 43) followed 
by SC brazikumab 210 mg or 105 mg every 4 weeks beginning at Visit 6 (Day 71) 

• Brazikumab: IV brazikumab 2100 mg at Visit 2 (Day 1), Visit 3 (Day 15), and Visit 5 (Day 43) followed 
by SC brazikumab 210 mg or 105 mg every 4 weeks beginning at Visit 6 (Day 71) 

• Vedolizumab: IV vedolizumab 300 mg at Visit 2 (Day 1), Visit 3 (Day 15), and Visit 5 (Day 43) followed 
by vedolizumab 300 mg IV every 8 weeks beginning at Visit 7 (Day 99)  

• IV sham placebo: IV placebo at Visit 2 (Day 1), Visit 3 (Day 15), and Visit 5 (Day 43) followed by SC 
placebo every 4 weeks beginning at Visit 6 (Day 71)  

Blinded sham placebo is an inactive (no medication included) substance that will be given to all groups to ensure that 
neither you, your study doctor, nor the study staff are aware of which group (brazikumab, vedolizumab, or placebo) 
you have been assigned; however, this information is available if the study doctor decides it is medically necessary.  

Intravenous blinded (sham) placebo will be given to the brazikumab and placebo treatment groups every 8 weeks 
beginning at Visit 7 (Day 99). Subcutaneous blinded (sham) placebo will also be given to the vedolizumab group 
every 4 weeks beginning at Visit 6 (Day 71). The IV and SC blinded (sham) placebo will look the same as the study 
medication you receive. You will have a 1 in 5 chance of being assigned to the placebo group.   

Your assigned study medication will not change during the course of the study. 

Rescue Medication 
There is a possibility that your symptoms of ulcerative colitis may not improve or may get worse while participating in 
this study. Your study doctor will be monitoring how you feel throughout your participation, and if the study 
medication is not improving your symptoms after a period of time, your study doctor may consider adding another 
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medication or changing the dose of a current medication as part of your treatment. Depending on the change in 
medication/treatment, the study doctor will discuss continuation of study medication with you. Some possible rescue 
medications that may be used include steroids above the baseline dose, immunomodulators (azathioprine, 6-
mercaptopurine, methotrexate) above the baseline dose, aminosalicylates above the baseline dose, and IV IG (IV 
immunoglobulin). 
 
Please also keep in mind that regardless of which study medication you are assigned to, you will be allowed to 
continue to take your permitted standard of care for ulcerative colitis, which could be aminosalicylates, thiopurines, 
methotrexate, and oral corticosteroids. Please discuss this with the study doctor or study staff if you want more 
information.  
 
IS THERE ANYTHING ELSE I CAN DO FOR MY CONDITION? 
You do not have to be in this study to receive treatment for your UC. If you choose not to take part in this study, other 
treatments may be available for your UC and you can choose to receive a different treatment as recommended by your 
healthcare provider.   

Some of the different available treatments include 5-aminosalicylic acid (eg, mesalazine), corticosteroids, 
immunomodulators (eg, azathioprine), and biologics (eg, vedolizumab). You will be able to discuss these treatments, 
as well as any other available therapies, with the study doctor or study staff. They will describe possible benefits and 
risks of each available treatment.   

This study includes one medication, brazikumab, that is not approved by the EMA and one medication, vedolizumab, 
that is approved by EMA  for UC in adults. Neither you nor the study doctor nor study staff will know which 
medication you will receive. 

HOW LONG WILL I BE IN THIS STUDY? 
There will be a total of 19 study visits over a period of approximately up to 73 weeks. You may need to attend 
additional unscheduled visits for safety or other reasons.  

This study will include a screening period, an induction period, a maintenance period, and a safety follow-up period.  

• Screening period: This will last for up to 4 weeks, with up to 7 additional days of screening for extenuating 
circumstances. During this time, you will be asked questions about your UC symptoms and general health and 
will have tests done to see if you are eligible to join the study. 

• Induction period: This will last for 10 weeks. During this period, you will receive either the investigational study 
medication (brazikumab) in one of 3 different doses, the EMA–approved comparator (vedolizumab), or placebo. 
The study team will monitor you to see if your UC symptoms improve and how well you tolerate the study 
medication.  

• Maintenance period: This will last for 40 weeks. During this time, you will continue to receive the study 
medication and the study team will continue to monitor your UC symptoms and general health. The study doctor 
will also look to see if the study medication has resulted in less severe symptoms since the induction period. 

• Safety follow-up period: This will last for 18 weeks following your last dose of study medication. During this 
time, you will not receive any study medication. The study team will continue to check your health and UC 
symptoms.  

At each of your scheduled visits, the study doctor will perform some procedures and assessments to check your health. 
These are shown in Appendix 1. Not all of the assessments and procedures listed in Appendix 1 will be performed at 
every visit.  

WHAT HAPPENS WHEN I COME IN FOR STUDY VISITS? 
The study doctor or study staff will perform the assessments listed below when you come in for study visits.    

If you would like more information about which tests and procedures will be done at each study visit, refer to 
Appendix 1 or ask the study doctor or study staff.  

• Personal questions: At the first visit (Screening), you will be asked to give identifying information about 
yourself, such as your name, gender, age, and race. 
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• Health and medication questions: Your study doctor will review your medical and surgical history at screening. 
This will include your UC history (including any conditions that are associated with your UC) and current and 
previous medical conditions. You may also be asked about your drug, smoking, and alcohol history. At every 
visit, you will be asked about how you have been feeling.  

• Vital signs: Your blood pressure, heart rate (pulse), respiratory rate, and temperature will be measured at every 
visit.  

• Height, weight: Your height (only at the Screening visit) and weight (at every visit) will be measured.  

• Physical examination: The study doctor or study staff will examine you to check your health during the study. A 
check of your general health will include, at a minimum, assessments of your cardiovascular (heart), 
gastrointestinal (stomach), respiratory (lungs/breathing) and neurological (nervous) systems.   

• Laboratory tests:  

o Blood sample - A little over 1 teaspoon (5.5 mL) of your blood will be obtained at Screening Visit 1 for 
routine clinical tests to check your health. A little less than 1 teaspoon (4.5 mL) of your blood will be obtained 
up to 7 additional times at Visits 2, 4, 5, 6, 7, 11, and 17 or the early termination (ET) visit (if you leave the 
study early) and Safety Follow-up Visits 1 and 2 (8 weeks and 18 weeks after your last dose of study 
medication). In total about 50 ml (ten teaspoons) of blood will be obtained from you over the 73 weeks of the 
study. 

o Urine sample - Your urine will be collected up to 7 times during the study for routine clinical tests (such as 
for blood or protein) at Visits 1, 2, 6, 11, and 17 or the ET visit (if you leave the study early) and Safety 
Follow-up Visits 1 and 2. Urine will also be tested at Visit 1 for the presence of various prescription and 
illegal drugs, including cannabinoids (marijuana), opiates (narcotic pain killers), cocaine, barbiturates, 
benzodiazepines, amphetamines, and ethanol (alcohol). 

o Stool sample - A sample of your stool will be collected up to 6 times during the study at Visits 1, 2, 6, 11 and 
17 or the early termination (ET) visit (if you leave the study early) and at Safety Follow-up Visit 1 (8 weeks 
after your last dose of study medication) to check for: 

 An infection caused by a bacteria called Clostridium difficile (C.difficile) 

 The level of inflammation 

 The level of markers in your immune system  

You will receive detailed sample collection instructions regarding what you need to do and the use of sample 
collection kits. Stool specimens from whole stools that have already been collected will be kept to assess any 
stool changes over time. 

• Electrocardiograms: An electrocardiogram (ECG) will be done up to 5 times during the study. An ECG is a 
recording of the electrical activity of your heart and will be performed at Visits 1, 2, 6, 11, and 17 or at the ET 
visit (if you leave the study early). This is a test that looks at the electrical activity of your heart by putting small 
sticky patches on certain areas of your body while you are lying down. These patches have small wires that 
connect to a machine, which will read and print a report. The test takes a minimum of 10 minutes and is 
performed while you are lying down on your back.  

• Pregnancy testing: If you are a female who can become pregnant, you will have a blood test to check for 
pregnancy at your first visit (Screening). A urine pregnancy test will be completed prior to receiving study 
medication at every visit and during the safety follow-up period (up to 17 urine pregnancy tests). The results of the 
pregnancy testing must be negative in order for you to continue in the study. If you are post-menopausal (no 
longer having your menstrual cycle for at least 1 year since your last menstrual cycle), a blood test to check the 
level of follicle-stimulation hormone (FSH) will be performed to confirm that you are no longer able to bear a 
child. You will also be tested to make sure you are not pregnant at the ET Visit (if you leave the study early) and 
at Safety Follow-up Visits 1 and 2.  

• QuantiFERON-TB test: You may not be able to participate in this study if you have tuberculosis (TB), a 
contagious infection that usually attacks the lungs or other organs. About ½ of a teaspoon (3 mL) of blood will be 
obtained at the Screening visit to see if your blood has the bacteria that causes TB. If the test result is unclear, you 
may need to repeat the test at Visits 7, 11, and 17. If you are found to have untreated latent TB (a form of TB that 

https://www.webmd.com/lung/picture-of-the-lungs
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does not manifest active symptoms), you will be asked to initiate treatment for latent TB prior to receiving the first 
dose of study medication and must agree to complete the full course of prophylaxis per local guidelines.  The type 
of therapy you receive will be decided by your doctor and will be in accordance with local guidelines. If you live 
in a country where TB is resistant to multiple medications and you are newly diagnosed with latent TB, you will 
not be able to participate in this study. If you have a negative TB result at screening and participate in the study, 
you will have a repeat test at Visit 17. 

• Chest X-ray: A chest X-ray will be performed if your TB test result is unclear or if you have a positive result. A 
chest X-ray may also be performed if you have used certain medications (e.g. infliximab, adalimumab or similar 
medications) to treat your UC for 1 year or longer or if you have stopped treatment with these medications within 
6 months before screening. You will not need a chest X-ray if your doctor provides records of a previous chest X-
ray that was taken within 8 weeks of Screening.  

• Colonoscopy: This test includes looking into the rectum and the entire colon through a long, flexible, and narrow 
tube. The flexible tube with a light and camera attached to it is passed into your colon so that your study doctor 
can view your colon lining on a color monitor. You may be given medicines to help you relax and/or go to sleep. 
The procedure usually takes less than 30 minutes. A colonoscopy will be performed at Visit 1 (Screening) and 
possibly at Visit 6, and Visit 17 or ET. For this test, your colon needs to be empty and clean. To make this happen, 
your doctor will tell you to change your diet for 1 day beforehand and will prescribe a medication to help you 
empty your colon. Your study doctor will explain this test and the preparation required in more detail and explain 
to you any potential risks associated with this test. 

• Flexible sigmoidoscopy: Depending on the results of your colonoscopy or if being re-screened, you may be able 
to undergo a flexible sigmoidoscopy. This will be performed at the re-screening visit, if applicable, Visit 6 and 
Visit 17 or ET. This procedure is similar to, but not the same as, a colonoscopy. A flexible narrow tube with a 
light and tiny camera on one end is used to look inside your rectum and lower part of your colon. You will need to 
change your diet 1 day prior to the procedure and may need to take medication to empty your colon. Your study 
doctor will explain this test and the preparation required in more detail and explain to you any potential risks 
associated with this test.  

• Biopsies: During the colonoscopy/flexible sigmoidoscopy, the study doctor will collect biopsies (tissue samples 
each the size of a pin head from the lining of your intestines) that will be sent to a laboratory for evaluation.   

• Diary and questionnaires/interviews: There are 2 diaries for you to complete during the study: an e-diary that 
you will be given to take home and fill in every day and a tablet that is completed at the study centre during 
scheduled visits. These diaries will record information about your UC symptoms and general health using 
different questionnaires. You will be given training on these questionnaires by the study team, and you will start 
completing the diaries during the Screening period and continue until you exit the study. The information captured 
in the diaries will be reviewed by the study team at each study visit.  

o At scheduled clinic visits, you will complete questionnaires regarding your overall health and UC symptoms 
which include the following: 

 The IBDQ: Measures health-related quality of life in participants with IBD. This will be assessed at Visit 
2 through Visit 8, Visit 17 or ET visit (if you leave the study early). 

 EQ-5D-5L: Measures health and functioning and collects a self-report of your current health. This will be 
assessed at Visits 2, 6, 7, 8, and 17 or the ET Visit (if you leave the study early).  

 SF-12: Measures health and functioning using a 12-item survey. This will be assessed at Visits 2, 6, 7, 8, 
and 17 or ET visit (if you leave the study early). 

• Study medication:   

o Starting at Visit 2, you will be given IV study medication at the study site that consists of 2 IV infusions at 
Visit 2, Visit 3, and Visit 5. The first infusion will be a 100-mL infusion over 60 minutes, and the second 
infusion of 250 mL will be given over 30 minutes.  

o Starting at Visit 7, you will continue to receive 1 IV infusion of study medication every 8 weeks through Visit 
15.   
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o Starting at Visit 6, you will be given 3 SC injections (a needle is placed under your skin) of study medication 
into your abdomen over 10 minutes every 4 weeks through Visit 16.  

Vital signs: Your blood pressure, heart rate (pulse), respiration rate, and temperature will be measured prior to study 
medication at every visit. You will be monitored approximately every 15 minutes during IV administration, right after 
completion of infusion, and approximately every 30 minutes for a minimum of 1 hour after the infusion or until your 
study doctor determines that you are stable, whichever is later for the initial 3 infusions (Visits 2, 3, and 5). You will 
be allowed to leave the site a minimum of 1 hour after your infusion has completed and the study doctor determines 
that you are stable. The monitoring time after IV administration may be reduced to at least 30 minutes for later visits 
following at the discretion of the investigator. 

Additional Laboratory Testing: 
• Pharmacokinetic tests (to measure drug concentration): Blood samples for pharmacokinetic (PK) testing are 

needed to see how well you absorb the study medication and how the amount of drug in the blood relates to how 
well the study medication works. At Visits 2 and 5, you will have a total of 3 blood samples of about 1 teaspoon 
(5 mL) each collected. One will be before your infusion, and 2 will be after. At Visits 3, 6, 7 and 11, you will have 
1 teaspoon (5 mL) of blood drawn before you receive study medication and at Visit 4,  Visit 17 or ET, and safety 
follow-up visits 1 and 2, PK blood samples will be collected with other laboratory samples required at that visit. 

• PAXgene: Ribonucleic acid (RNA) is a molecule that is involved in gene expression, the process by which cells 
and proteins express your characteristics. Blood will be collected to examine your RNA and understand how it is 
related to your characteristics of IBD. Approximately ½ of a teaspoon (2.5 mL) of blood will be drawn at Visits 2, 
6, and 17 or ET and Safety Follow-Up Visit 1. Approximately 1 teaspoon (6 mL) of blood will be drawn. 

• PAXgene for whole blood DNA analysis (optional): At Visit 2, a blood sample may be taken that will be used for 
studying your genes. This is an optional procedure and if interested you will be required to read and sign  the 
additional participant information sheet and informed consent form for the Optional Pharmacogenetic Testing 
(DNA Analysis and Future Biomedical Research). 

• Immunogenicity testing: Immunogenicity testing measures the presence of anti-drug antibodies (ADAs) which 
indicates an immune response. This response is a reaction of cells and fluids of the body to the presence of an 
antigen (substance) that is not recognised as part of the body itself. Brazikumab is the antigen here. The body then 
can produce antibodies (proteins) that are able to destroy the antigen or substance. Blood samples of 
approximately 2 teaspoons (10 mL) will be drawn 6 times over the course of the study, before study medication 
administration, to detect ADAs at Visits 2, 5, 6, 11, and 17. A sample will also be drawn at the ET visit and 8 
weeks after your last dose at Safety Follow-up Visit 1. 

• C-reactive protein (CRP): CRP is a blood test marker for inflammation in the body. Blood samples of 
approximately ½ of a teaspoon (2.5 mL) will be collected at Visits 2 5, 6, 11, and 17 or ET and safety follow-up 
visits 1 and 2. 

• Biomarker panel: Markers in the blood to determine association with UC will be collected at screening and then 
at Visits 2, 3, 5, 6, 7, 11, and17 or ET and safety follow-up visits 1 and 2.  

o At Screening and then at Visits 2, 6, 7, 11, and 17 or ET and safety follow-up visits 1 and 2, approximately 
3.5 teaspoons (18 mL) will be collected. 

• Your blood, urine, stool and tissue specimens (“Specimens”) will be collected for this Study. Specimens collected 
shall become the property of Allergan. There is a small chance that your Specimens may enable Allergan to 
develop a process or product that may come to have commercial value; should this occur, the rights to any profits 
from this commercial process or product would belong to Allergan. 

• Your Specimens will be sent to a main laboratory to be evaluated, and some samples may be required to be sent to 
an additional lab for further testing. 

• In accordance with the study protocol, you will be requested to submit a blood sample of approximately 1.5 
teaspoon (7.5 mL) to test for hepatitis B and C and HIV (human immunodeficiency virus). HIV is the virus that 
causes acquired immunodeficiency syndrome (AIDS). In accordance with national and international regulations, 
the results of these tests may be shared with agencies that are not affiliated with the study. You will only be able 
to take part in the study if your hepatitis and HIV test results are negative. 
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• Your samples will be destroyed up to 15 years after the end of the study. 

WHAT DO I NEED TO DO IF I DECIDE TO PARTICIPATE? 
As a participant, you are responsible for following the study directions and those of your study doctor and study staff. 
This includes returning promptly to your study doctor’s office for all necessary study follow-up visits, reporting any 
changes in your medications or supplements (over-the-counter and prescription), and reporting any changes in how 
you feel to the study doctor or study staff. 

If you experience any illness or discomfort during the study, you should notify your study doctor or study staff. Your 
study doctor will then evaluate you to determine if you should continue the study. 

During this study, you should notify any doctor who is taking care of you that you are taking part in a research study 
that involves the use of this investigational study medication. You will receive a Participant Emergency Card, which 
mentions that you are participating in a research study. You should show this card to any doctor or healthcare 
personnel taking care of you. 

As a participant in this research study, you are expected to:  

• Ensure that you do not take part in any other research study which involves testing a drug or medical device until 
your taking part in this research study ends.  

o You can take part in this research study at a single location only.  

o Taking part in another drug or medical device study before this one ends could affect the results of this study. 
Your part in this research study will immediately end if you decide to take part in another research study. 

• Refrain from the use of any nicotine-containing products (excluding nicotine patches) during study visits. 

• Refrain from donating blood while you are taking part in the study and for up to 18 weeks after your participation 
in this study has ended. 

• If female of childbearing potential with a nonsterilised male partner or a nonsterilised sexually active male with a 
female partner of childbearing potential, you must agree to use 1 highly effective and 1 acceptable method of 
contraception from Screening and agree to continue using such precautions for 18 weeks after the last dose of 
study medication. Your study doctor can discuss contraception options that are acceptable for the study.  

• Refrain from donating or banking egg cells or sperm for fertilisation purposes from screening up to 18 weeks after 
the last dose of study medication. 

• Avoid the illegal use of cocaine, barbiturates, benzodiazepines, amphetamines opiates, or cannabinoids.  

• Contact the study staff and ask questions as you think of them. 

• Tell the study doctor or study staff as soon as possible if you change your mind about staying in the study.  

• At every scheduled visit, you will complete questionnaires regarding your overall health and UC symptoms  

• Use the study provided e-diary to record each stool (occurrence, consistency, rectal bleeding) in real-time every 
day as required during the induction period and during the week prior to a clinic visit during the maintenance 
period. At the end of each day, you will record any stools not reported at the time of the event. You will also 
answer questions about how you feel at the end of each week.  

o For the Bowel Movement Diary, you will record the occurrence of each bowel movement, the presence of 
stool, blood and/or mucus, stool consistency (using a picture scale called the Bristol Stool Form Scale) and 
feeling of urgency before your bowel movement at the time that it occurs. During maintenance, you will be 
required to fill out this diary only during the week prior to your clinic visit. The rest of the time the diary will 
be unavailable for completion. 

o At the end of the day, during the Nightly Diary, you will be prompted to enter any additional bowel 
movements that were not previously entered in real time. The nightly diary will include questions on stool 
frequency, rectal bleeding, fatigue, tiredness, weakness, lack of energy, abdominal pain, frequency and 
severity of gas, and pain from sore joints. You will record entries in this diary every day during the screening 
and induction periods. During the maintenance period, you will be required to fill out the nightly diary only 
during the week prior to your clinic visit. The rest of the time the diary will be unavailable for completion.   
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o At the end of each week, the Nightly Diary will be followed by a Weekly Diary which includes questions 
about fatigue and its impact on your daily life over the previous week. You will be prompted to complete this 
diary weekly during the screening and induction periods and once every 4 weeks prior to the time of your 
clinic visit during the maintenance period. The rest of the time the diary will be unavailable for completion. 
You will also be asked about your perception of the overall severity of your UC symptoms for the past 7 days 
and about the overall change in your UC symptoms in the past 7 days by completing the following 
assessments: 

 PGIS-UC: The Patient Global Impression of Severity-Ulcerative Colitis is a single item assessment that 
looks at your impression of the overall severity of your UC symptoms for the previous 7 days with 
response options ranging from “none” to “very severe”. 

 PGIC-UC: The Patient Global Impression of Change-Ulcerative Colitis is a single item assessment that 
looks at your impression of the change in your UC symptoms over the previous 7 days with response 
options ranging from “much better” to “much worse”. 

 PIS-RB: The Patient Impression of Severity-Rectal Bleeding is a single item assessment that looks at your 
impression of the overall severity of rectal bleeding for the last 7 days with response options ranging from 
“none” to “severe”. 

 PII-BMF: The Patient Impression of Interference-Bowel Movement Frequency is a single item assessment 
that looks at your impression of the level of interference in your daily life due to frequent bowel 
movements over the previous 7 days with response options ranging from “never” to “always”. 

 FACIT-F: The Functional Assessment of Chronic Illness Therapy-Fatigue scale is a 13-item assessment 
that measures fatigue and its impact on your daily functions on a 5-point scale over the previous 7 days. 

If you decide to take part in this study, with your agreement your GP will be informed of your participation in the 
study. 

ARE THERE RISKS, DISCOMFORTS, OR INCONVENIENCES TO ME IF I PARTICIPATE IN THIS 
STUDY? 
There are risks, discomforts, and inconveniences when taking part in any research study. You should talk with the 
study doctor if you have any questions.  

Please tell the study doctor or study staff as soon as possible if you have any problems with your health or the way you 
feel after you sign the informed consent form through 18 weeks after your last dose of study medication whether or 
not you think these problems are related to the study medication.   

Risks of the Study  Medication 

If you receive brazikumab study medication, you may experience the following risks: 

Very common (may affect more than 1 in 10 people): Headache, nasopharyngitis (inflammation of the nasal passages 
and of the upper part of the pharynx ).  

Common (may affect up to 1 in 10 people): Joint pain, dizziness, asthenia (abnormal physical weakness or lack of 
energy), skin rash, upper respiratory tract infection, back pain, musculoskeletal pain, muscle pain.  

Other possible risks of brazikumab, some of which may be serious or life-threatening, are infections, complications 
from vaccines (decreased effect of non-live vaccines, possible risk of infection from live vaccines), infusion reactions 
(symptoms that develop while or after receiving an IV drug), injection-site reactions (symptoms that occur after a skin 
injection), hypersensitivity (an overreaction of the immune system), immune complex disease (a condition that can 
present as inflammation and may affect blood vessels, heart valves, nerves, or kidneys), or malignancies (cancers). 

Risks Associated with Active Comparator 

If you receive vedolizumab, you may experience the following risks: 

Very common (occurs in 10% or more of people)  
• Nasopharyngitis (inflammation of the nasal passages and of the upper part of the pharynx) 

• Headache 
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• Arthralgia (joint pain) 

Common (occurs in 1% to less than 10% of people): 

• Bronchitis (inflammation of the lining of the air passage tubes in the lungs) 

• Gastroenteritis (inflammation of the stomach and intestines, typically resulting from bacterial toxins or viral 
infection and causing vomiting and diarrhea) 

• Upper respiratory tract infection (such as the common cold) 

• Influenza 

• Sinusitis (inflammation of the air passages around the nose) 

• Pharyngitis (swelling in the back of the throat) 

• Paraesthesia (burning or prickling sensation that is usually felt in the hands, arms, legs, or feet) 

• Hypertension (high blood pressure) 

• Oropharyngeal pain (pain related to the mouth and pharynx) 

• Nasal congestion 

• Cough 

• Anal abscess (infected cavity filled with pus found near the anus or rectum) 

• Anal fissure (tear in the tissue that lines the anus) 

• Nausea 

• Dyspepsia (indigestion) 

• Constipation 

• Abdominal distension (bloating) 

• Flatulence (passing gas) 

• Haemorrhoids 

• Rash 

• Pruritus (severe itching of the skin) 

• Eczema (condition that makes your skin red and itchy) 

• Erythema (superficial reddening of the skin) 

• Night sweats 

• Acne 

• Muscle spasms 

• Back pain 

• Muscular weakness 

• Fatigue 

• Pain in extremities 

• Pyrexia (fever) 

Uncommon (occurs in less than 1% of people):  

• Respiratory tract infection 

• Vulvovaginal candidiasis (vaginal yeast infection) 
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• Oral candidiasis (yeast infection in the mouth) 

• Folliculitis (infected hair follicles) 

• Infusion site reaction (infusion site pain, infusion site irritation, infusion-related chills, feeling cold) 

Very rare (occurs in less than 1 in 10,000 people or less than 0.01%): 

• Pneumonia 

• Blurred vision 

Possible infusion-related reactions and hypersensitivity reactions of vedolizumab: 

• Dyspnea (difficulty breathing) 

• Bronchospasm (tightening of the muscles that line the airways) 

• Urticaria or hives (a rash of round, red welts on the skin that itch intensely)  

• Flushing (skin becomes red and hot) 

• Rash 

• Increased blood pressure 

• Increased heart rate  

Other potential risks of vedolizumab, some of which may be serious or life-threatening: 

• Increased risk of getting a serious infection, such as meningitis, or sepsis (blood infection) 

• Progressive multifocal leukoencephalopathy (a rare, serious brain infection caused by a virus that may occur 
in patients with a decreased immune system and is often fatal) 

• Possible liver injury (an increase in the level of a chemical or substance, known as transaminases and/or 
bilirubin, that may be associated with inflammation or injury to the liver has been reported with the use of 
vedolizumab)  

Antibodies to Study Medication: 

Antibodies are substances that your body makes when exposed to foreign materials, such as bacteria and viruses. Your 
body may also form antibodies to brazikumab.   

If you develop antibodies to brazikumab, you may have a greater chance to have an allergic reaction to brazikumab if 
you are given this treatment again in the future. Antibodies may or may not also cause brazikumab to lose its 
effectiveness. Your blood will be tested to see if you develop antibodies to brazikumab. 

Placebo Risks 
If you receive placebo, your symptoms of UC may not improve or may get worse.   

Your study doctor will be monitoring how you feel throughout your participation in the study. If you need an 
additional or different medication to manage your UC symptoms, your study doctor will treat you as needed.  

Other Risks 

Blood Sample Risks 

You may feel a slight needle prick when blood is collected. Some participants may have a slight bruise that will go 
away within a few days. Sometimes, participants feel light headed or feel dizzy. If you usually feel dizzy or faint when 
blood is taken from you let the study staff know. Other rare complications associated with the blood sample collection 
include: infections, nerve lesions, accidental arterial puncture (when the needle pierces an artery instead of a vein), 
bleeding, inflammation of vein, and dizziness.  

Electrocardiogram Risks  
The ECG procedure may cause minimal discomfort and skin irritation during or after the attachment and removal of 
the leads (and adhesive). 
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Chest X-ray Risks (if required based on TB test results)  
If you need a chest X-ray as part of the study, you will be exposed to a very small amount of ionising radiation, which 
can potentially cause damage to DNA. This can lead to an extremely small theoretical increase in the possibility of 
developing cancer much later in life (10 to 40 years from now). However, the exposure that you will receive during a 
chest X-ray is only equivalent to the amount of radiation we all receive from natural background sources of radiation 
every 3 days of our lives. The risk of damage to cells in your body from a chest X-ray is negligible to minimal. The 
chest X-ray would be justified under the circumstances but could be considered additional to standard care as a result 
of trial participation. 

Colonoscopy/Flexible Sigmoidoscopy and Biopsy risks 
A colonoscopy will be performed to examine the large intestine (colon). A colonoscopy and/or sigmoidoscopy 
procedure involves some discomfort. Uncommon complications include tearing of the intestine and/or bleeding that 
may require surgical repair. When a biopsy (removal of a small piece of tissue) is performed during the colonoscopy, 
bleeding from the biopsy site may occur. You may also experience side effects from the bowel preparation ahead of 
the procedure and from a local anaesthetic or the sedative that is given to you during the procedure. Other 
complications may include infection at the biopsy site and bacteria in the blood. If sedation is to be given during the 
procedure, your study doctor will discuss the risks of sedation with you. If sedated, you will not be allowed to drive 
for several hours after the procedure and will need someone to drive you home.   

Medication Wash-out 
If you are taking certain medications for UC, you may be asked to stop some of these medications, after you sign the 
informed consent form and before you start study medication. During this time, your symptoms of UC may get worse. 
If your symptoms get worse, tell the study doctor or study staff immediately. 

You will not be able to receive study medication if you are taking the following medications, or if you begin them 
during this study: 

• Natalizumab (Tysabri®) 

• Anti-TNFα agents  

• Vedolizumab prescribed as a concomitant medication during the study (ie, in addition to double-blind study 
medication) 

• Any commercially available or experimental biologic agent (eg, risankizumab, mirikizumab, guselkumab)  

• Calcineurin inhibitors eg, cyclosporine (Neoral®) and tacrolimus (FK 506/Prograf®)   

• Mycophenolate mofetil (CellCept®)  

• Sirolimus (rapamycin)  

• Thalidomide 

• Live attenuated vaccine  

Allergic Reaction Risks for Drug Studies 
As with taking any treatment, there is a risk of allergic reaction. If you have a very serious allergic reaction, you may 
be at risk of death. Some symptoms of allergic reactions are:   

• Rash 
• Wheezing and difficulty breathing 
• Dizziness and fainting 
• Swelling around the mouth, throat, or eyes 
• A fast pulse 
• Sweating 

Please seek medical treatment immediately (UK emergency number is 999) and tell the study doctor and study staff if 
you have any of these symptoms, or any other side effects, during the study. Please remember to show your participant 
emergency card to any healthcare professional providing your care. 
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Personal Question(s) Risks 
You will be asked questions about personal issues during this study, including questions about your UC. These types 
of personal questions may make some participants uncomfortable.   

Confidentiality Risks 
Information about you will be handled in accordance with the consent you provide for this study and as confidentially 
as possible, but participating in the study may involve a loss of privacy and the potential for a breach in 
confidentiality. Study data will be physically and electronically secured. As with any use of electronic means to store 
data, there is a risk of breach of data security.  

Unknown/Unforeseen Risks 
In addition to the risks listed above, there may be some unknown or infrequent and unforeseeable risks associated with 
the use of this study medication. Since the study medication is investigational, when used alone or in combination 
with other medications, there may be other risks that are unknown. Tell the study doctor or study staff right away if 
you have any problems. 

You will be informed as soon as possible, verbally and in writing of any new information, findings, or changes to the 
way the research will be performed that might influence your willingness to continue your participation in this study. 

If you experience any side effects or research-related injury, please contact the study doctor or staff immediately at the 
contact shown on page 1 of this participant information sheet. 

ARE THERE RISKS IF I AM PREGNANT, BECOME PREGNANT, OR FATHER A CHILD DURING THE 
STUDY?  
Women of Childbearing Potential 

If you are a woman who is currently pregnant or breastfeeding, you cannot take part in this study. If you plan to 
become pregnant during the course of the study, you should not take part in the study. 

Before your participation in the study, you should have a negative blood pregnancy test. Additional pregnancy testing 
will be done during the treatment period per the study schedule (Appendix 1) and after the last study medication and 
as required locally. Blood or urine pregnancy tests will also be done when you miss your period or when pregnancy is 
suspected. 

To be considered a woman of non-childbearing potential, you should have had a hysterectomy, had your tubes and/or 
ovaries removed, or be post-menopausal. If you are post-menopausal, you should not have had menses in the past 12 
months and will be required to have a simple blood test to confirm.  

Females of childbearing potential who are sexually active with a nonsterilised male partner must use at least 1 highly 
effective and 1 acceptable method of contraception from screening, and must agree to continue using such precautions 
for 18 weeks after the last dose of study medication. Stopping contraception after this point should be discussed with a 
responsible healthcare provider. Periodic abstinence, the rhythm method, and the withdrawal method are not 
acceptable methods of contraception. 

Highly effective contraception methods for females where the rate of failure is less than 1% per year may 
include the following:  

• Sexual abstinence is considered a highly effective method only if intercourse with the opposite sex is avoided 
during the entire duration of the study and for 18 weeks after the last dose of study medication.  

• Combined (estrogen- and progestogen-containing) hormonal contraception associated with inhibition of 
ovulation 

o Oral  
o Intravaginal 
o Transdermal 

• Progestogen-only hormonal contraception associated with inhibition of ovulation 
o Oral 
o Injectable 

• Progestogen-only hormonal contraception, where inhibition of ovulation is not the primary mode of action  
o Intrauterine device (IUD) 
o Intrauterine hormone-releasing system (IUS) 
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• Bilateral tubal occlusion 
• Vasectomised partner (a vasectomised partner is a highly effective contraception method provided that the 

partner is the sole male sexual partner of the women of childbearing potential and the absence of sperm has 
been confirmed. If not, an additional highly effective method of contraception should be used).  

Acceptable contraception methods include:  

• Progestogen-only oral hormonal contraception, where inhibition of ovulation is not the primary mode of 
action  

• Male or female condom with or without spermicide   

• Cap, diaphragm, or sponge with spermicide  

A combination of male condom with cap, diaphragm, or sponge with spermicide (double barrier methods) are also 
considered acceptable, but not highly effective, contraception methods. 

Even if you use an effective method of contraception, you may still become pregnant. If you become pregnant, there 
may be risks to yourself while pregnant, to the baby, or the nursing infant that are currently not predictable.  

If you think you may be pregnant or are no longer able to properly use your contraception, you must notify the study 
doctor as soon as possible. If you become pregnant, this will require you to stop taking part in the study. The study 
doctor may ask for information about the pregnancy and the birth of the child, and follow-up visits may be needed for 
safety assessments.  

Men With Partners Who Can Get Pregnant  
Brazikumab may have an effect on the sperm or enter the semen and could be transferred to a partner during sexual 
intercourse. The effects of brazikumab to a partner or fetus have not been studied.   

If you are a male participant with a female partner of childbearing potential, you should either agree to be abstinent and 
agree to remain abstinent for the duration of the study and for 18 weeks from the last dose, or if your female partner is 
using a highly effective contraceptive method, you should use a condom or additional method of contraception. If you 
have a pregnant or breastfeeding partner, you must agree to remain abstinent or use a condom. You also should refrain 
from donating sperm for the duration of the study and for 18 weeks from last dose of study medication. 

It is important for you to tell the study doctor at once if your partner becomes pregnant or you think that your partner 
might be pregnant while you are in the research study. If this happens, the study doctor will discuss with you what you 
should do. If your partner gets pregnant during the study, you may be asked questions about the pregnancy and the child. 
It is highly recommended that you inform your partner of your participation in the study and that contraception has been 
strongly recommended.  

Acceptable contraception for males may include the following:  
• Vasectomy (a medical operation of cutting the tubes through which a man’s semen move, in order to make 

him unable to make a woman pregnant) 
• Complete abstinence from sexual intercourse, if this is your usual and preferred lifestyle, for the duration of 

the study and for 18 week after the last dose of study  medication 
• Use of condom plus partner use of a highly effective contraceptive method when having intercourse with a 

woman of childbearing potential who is not currently pregnant 

Further, you must agree that if your partner becomes pregnant while you are on the study, you will advise the study 
doctor who will then provide you with an information release form to present to your partner. If she agrees, her 
signature on the form will function as consent to approve the study doctor’s access to medical information to allow 
long-term monitoring of the pregnancy and the birth and the health of the child. 

WILL I BE INFORMED OF NEW INFORMATION? 
You will be told of any important new information that is learned during the course of this research study that might 
affect your condition or your willingness to continue taking part in this study in a timely manner. You may be asked to 
sign a new informed consent form.  

https://dictionary.cambridge.org/us/dictionary/english/medical
https://dictionary.cambridge.org/us/dictionary/english/operation
https://dictionary.cambridge.org/us/dictionary/english/cutting
https://dictionary.cambridge.org/us/dictionary/english/tube
https://dictionary.cambridge.org/us/dictionary/english/semen
https://dictionary.cambridge.org/us/dictionary/english/order
https://dictionary.cambridge.org/us/dictionary/english/unable
https://dictionary.cambridge.org/us/dictionary/english/pregnant
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CAN I LEAVE THE STUDY EARLY? 
If you agree to take part in the study but then change your mind, you are free to withdraw your consent and stop taking 
part at any time without it affecting your benefits to which you are otherwise entitled.  

If you decide to stop taking part in this study, you must notify your study doctor that you wish to stop. It will be 
necessary for you to return to the study centre for a final visit. During this study visit, the study staff will collect all 
study-related supplies and your study doctor will assess your health before leaving the study. You can also discuss 
with your study doctor how to best continue your medical care. You may be asked to return to the study centre after 
the final visit for safety assessments and follow up. 

If you choose to leave the study early, you will not be able to withdraw any data that was collected about you prior to 
leaving the study, including videotapes obtained as part of the study. This data will remain in the study.  

CAN THE STUDY STAFF OR SPONSOR SHORTEN THE STUDY? 
The study doctor or sponsor may withdraw you from the study, and the study medication may be stopped, without 
your consent for one or more of the following reasons:  

• You do not follow the instructions of the study doctor or study staff, including failure to appear at your 
scheduled appointments. 

• The study doctor decides that your continuing to be a part of the study could be harmful to you. 
• You become pregnant. 
• You need treatment not allowed in the study. 
• The study is cancelled by the Sponsor, by the investigative site, by a governmental agency like the US FDA or 

UK MHRA or MOH of other countries, or for any other reason. 
• Unanticipated circumstances or other administrative reasons arise that require the study to stop.  

WILL BEING IN THIS STUDY HELP ME? 
You may or may not receive any direct medical benefit from taking part in this study. 

Your taking part in the study may benefit others with your disease or condition as a result of the knowledge gained 
from this research.   

DO I HAVE ACCESS TO THE STUDY MEDICATION WHEN THE STUDY IS OVER? 
This treatment is investigational and will not be available for  the treatment of UC at the end of the study. Your study 
doctor will discuss suitable treatment options with you. 

After completing this study, you may have the option of continuing into another study with continued access to this 
study treatment (brazikumab). If you would like to take part, and if you meet the study criteria, speak with the study 
doctor or study staff. The study doctor or study staff will provide you a consent form for the new study. 

WHO IS PAYING FOR THE STUDY? 
Allergan, the Sponsor of this study, is providing financial support and material for this study and is paying the 
research site and the study doctor  to conduct this study. Any questions you have about other financial arrangements 
between the Sponsor and the research site or other study staff can be discussed with the study team.  

WILL I BE PAID FOR BEING IN THIS STUDY? 
You will not be paid to participate in this research study. You may receive reimbursement for reasonable expenses 
(e.g. travel) for your participation in this study. You will need to provide expenses receipts or other applicable 
documents (e.g. train tickets) to the site staff. The study doctor or study staff can tell you more about this 
reimbursement and when you may receive it. 

[For Synexus sites only (to be removed at localisation for all other sites) – You will be compensated for your 
inconvenience during your visits on this study. Payments will be paid in the region of £30 per visit and £50 for visits 
1, 6 and 17. Please discuss this with your study team if you would like more information.] 

WILL IT COST ANYTHING TO BE IN THIS STUDY? 
It is not expected for there to be any costs to you for taking part in this study. The Sponsor will pay for study 
medication, tests, examinations, and medical procedures required by the study..  
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If you have any cost-related questions or concerns, please ask your study doctor or study staff. If you have private 
insurance such as life assurance, travel, or private medical insurance, you should speak to the insurance company to 
ensure your participation will not affect any cover you have. 

WHAT IF I GET HURT OR SICK WHILE I AM IN THE STUDY? 
 
The study sponsor, Allergan Ltd will provide compensation for any injury caused by taking part in this study in 
accordance with the Association of the British Pharmaceutical Industry (ABPI) compensation guidelines. Allergan Ltd. 
via the insurance company will pay compensation where the injury probably resulted from:  
• A drug being tested or administered as part of the trial protocol  
• Any test or procedure you received as part of the trial  
 
Any payment would be without legal commitment. (Please ask if you wish for more information on this)  
 
The sponsoring company would not be bound by these guidelines to pay compensation where:  
• The injury resulted from a drug or procedure outside the trial protocol 
• The protocol was not followed 
 
The study sponsor, Allergan, will only provide other compensation as required by national law resulting from an adverse 
reaction related to your participation in the study.  
 
In the event that something does go wrong and you are harmed during the research and this is due to someone's 
negligence then you may have grounds for a legal action for compensation against the Research site/NHS Trust or 
Private Clinic but you may have to pay your legal costs. The normal National Health Service complaints mechanisms 
will still be available to you (if appropriate). 
 
 
WHO WILL USE AND SHARE INFORMATION ABOUT MY BEING IN THIS STUDY? 
Allergan is the sponsor for this study based in the United Kingdom. We will be using information from you and/or 
your medical records in order to undertake this study and will act as the data controller for this study. This means that 
we are responsible for looking after your information and using it properly. Allergan will keep identifiable information 
about you for 15 years after the study has finished or 2 years after the last approval for the study drug. 
 
Your rights to access, change or move your information are limited, as we need to manage your information in 
specific ways in order for the research to be reliable and accurate. If you withdraw from the study, we will keep the 
information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-
identifiable information possible. 
 
You can find out more about how we use your information: https://www.allergan.com/privacy. 
 
The research site will collect information from you and/or your medical records for this research study in accordance 
with our instructions. 
 
The research site will keep your name, NHS number and contact details confidential and will not pass this information 
to Allergan. The research site  will use this information as needed, to contact you about the research study, and make 
sure that relevant information about the study is recorded for your care, and to oversee the quality of the study. Certain 
individuals from Allergan and regulatory organisations may look at your medical and research records to check the 
accuracy of the research study. Allergan will only receive information without any identifying information. The 
people who analyse the information will not be able to identify you and will not be able to find out your name, NHS 
number or contact details. 
 
The research site  will keep identifiable information about you from this study for 15 years after the completion of the 
study. 
 
Allergan may also disclose and transmit your coded data to its parent and affiliated companies (collectively, 
“Allergan”), or to third party processors (including service providers for activities related to the management of the 
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study) within and outside the EU, such as the United States of America. Allergan and these third party processors will 
use the coded study data to undertake analyses for the purposes of assessing the safety and efficacy of the study 
product, to learn more information about the study product and the health condition that is the subject of the study.  In 
addition, the coded study data may be used in future medical research products (the specific details of which may not 
be known at present), and to help Allergan design and conduct future studies.   
 
A report of the results of this study may be published or sent to the appropriate health authorities in any country in 
which Brazikumab  may be marketed, but coded data will be disclosed in these documents.   
 
Images/Photographs/Videotapes may be taken of your colon during the study.  You  cannot be identified from the 
images/photographs/videotapes. If you do not want to have the images/photographs/videotapes taken, you can still  
take part in the study. Allergan  may use the images/photographs/videotapes to evaluate the results of the study and/or 
for general research, education, or informational purposes. Granted your approval, Allergan  may use the images, 
photographs, videotapes for marketing and advertising purposes.    As the images/photographs/videotapes are part of 
the study data, they will also be available for review by health regulatory agencies worldwide (such as the MHRA and 
the United States Food and Drug Administration). Allergan  will own the copyright of the 
images/photographs/videotapes. 
 
Allergan is a Privacy Shield certified company and as such your data may be transferred to and processed by Allergan 
in the USA as detailed in the requirements set forth in the Privacy Shield agreement between the EU Commission and 
the US Department of Commerce.  In addition, Allergan may transfer to and process your data in the USA under a 
valid transfer agreement, in accordance with the principles set out in the European Commission standard contractual 
clauses 2010/87/EU, the European General Data Protection Regulation 2016/679 (“EU GDPR”), and any other 
applicable European or national laws, for the purposes above mentioned. Allergan and the third party processors will 
process your data for the purposes of the Sponsor set out above; and your data will not be used for any other purposes.  
 
Allergan is committed to respecting the privacy of all patients taking part in the Study, and to this end, upholds the 
provisions and principles of the EU GDPR and applicable national laws. Your study site and Allergan shall be jointly 
responsible for ensuring that your information is safeguarded.  
 
If you have any questions, concerns, or complaints with respect to the use or handling of your personal data or coded 
data, the study doctor or his/her staff may be able to help, or you  can contact Allergan’s Data Protection Officer at IR-
EUDPO@allergan.com. 
 
If you are not satisfied with our response or believe we are processing your personal data in a way that is not lawful 
you can complain to the Information Commissioner’s Office (ICO). 
 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This 
Web site will not include information that can identify you. At most, the Website will include a summary of the 
results. You can search this Website at any time. A description of the clinical trial may also be available on 
www.clinicaltrialsregister.eu  as required by European law.  
 
As a pharmaceutical company, Allergan have a legitimate interest in using information relating to your health and care 
when you agree to take part in one of our research studies. If you consent to participate in the study by signing this 
form, Allergan will collect, use, process and transfer your personal data and coded data as described in this document. 
 
If you withdraw your consent and thereby terminate your participation prematurely, no new data will be collected on 
you. However, personal data and coded data that has been collected prior to your withdrawal may still be used and 
processed as described in this information and consent form.  
 
WHO CAN I TALK TO ABOUT THIS STUDY? 
 
You have the right to ask questions concerning the possible risks of this study at any time. You will be told of any 
safety information related to the study or study medication.  

If you have questions about the study or experience any research-related injury, contact: 
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Study doctor: <enter PI/study doctor name > 
 

Research site telephone 
number(s): 

<enter contact telephone numbers including emergency or out of hours number 
> 
 

 

If you would like further information about participating in research projects or you wish to make a complaint, please 
contact: [site to delete irrelevant sections and insert relevant contact details]   
 
for England  
the NHS Complaints Procedure / PALS (Patient Advice and Liaison Service) <Insert Telephone Number>” 
 
or for Scotland  
the Patient Advice and Support Service <Insert Telephone Number>” 
 
or for Wales  
enter the PI site details or the Community Health Council for the local health board <Insert Telephone Number>” 
 
or Northern Ireland  
the Patient and Client Council <Insert Telephone Number>” 
 
or for non-NHS sites the Private institutional arrangements]  
at: <Insert contact details>” 
 
 

Thank you for reading this Participant Information Sheet 
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<Hospital Headed Paper> 
 

INFORMED CONSENT FORM 
Main Study 

 

TITLE: A 54-Week Treatment, Multicenter, Randomized, Double-Blind, Double-
Dummy, Placebo and Active-Controlled, Parallel-Group Phase 2 Study to 
Assess the Efficacy and Safety of Brazikumab in Participants with Moderately 
to Severely Active Ulcerative Colitis 

SHORT STUDY TITLE: Phase 2 Dose-finding UC Study 
PROTOCOL: 3151-201-008 
IRAS ID: 260266 
SPONSOR: Allergan Sales LLC, 5 Giralda Farms, Madison, NJ 07940.    

Allergan Ltd, 1st Floor, Marlow International, Parkway, Marlow, 
Buckinghamshire, SL7 1YL, United Kingdom (together referred to as 
Allergan) 

RESEARCH STUDY 
DOCTOR & RESEARCH 
SITE ADDRESS: 

<Enter PI/study doctor name & site address> 

 

 

  Please 
Initial each 

box 
1. I have read the Participant Information Sheet and Consent Form V3.1.0 dated 22MAR2019 

and have been thoroughly informed about the trial  
 

2. I voluntarily agree to participate in this trial and freely consent to be treated with the 
study treatment as described in this document and to be placed under the study 
doctor’s care 

 

3. I have been informed about the nature and purpose of this clinical trial. I have also been 
informed about the product and the procedures involved in this clinical trial. The benefits 
and risks have been explained to me. 

 

4. I have had the opportunity to ask any questions and these have been answered to my 
satisfaction 

 

5. I confirm the medical history I’ve given is accurate to the best of my knowledge and 
I authorise the release of my medical records related to this study to the Sponsor, 
Vendors, the NHS Trusts, the MHRA and other regulatory agencies for purposes 
related to the study or the study drug. 

 

6. I understand that Allergan Ltd will act as Data controller and I consent to my coded 
personal data being collected and processed by Allergan Ltd.  

 

7. I have been informed that the trial has been approved by the health authorities in my 
country and by an ethics committee. 

 

8. I consent for my general practitioner to be informed of my participation in this trial.  

9. By signing this consent form, I understand that I have not given up any of the legal 
rights that I otherwise would have had prior to my taking part in this research study. 

 



 
 

 
IRAS ID:  260266                                                                                                   Study Doctor: <enter name> 
Protocol # 3151-201-008 Main PIS-ICF_GBR_v3.1.0-22MAR2019_ENG 
Master EMEA ICF Version 3.0 dated 14MAR2019                                                                                                                      Page 19 of 22 
   

10. I understand that I will be told of any new information that might relate to my 
willingness to continue in the study. 

 

11. I will tell the study doctor if I have any physical or psychiatric (“mental health”) 
symptoms or problems. 

 

12. I agree to inform the study doctor if I /my partner becomes pregnant during the 
study.  
 
If you are a female participant and become pregnant during the study, you agree that 
the sponsor can follow up and document information related to your pregnancy and 
the birth of your child, including but not limited to asking questions and arranging 
follow-up visits if needed for safety assessments  

 

 

 

 
 
 

 

 

  

Printed Name of Participant   

 

 

  

Signature of Participant  Date (dd-MMM-yyyy) 

 

 

 

 

 

Images/Photographs/Videotapes Release: 
Please tick one box:  

 
□ Yes, I agree to have videotapes taken of me for general research, education, or informational 
purposes. Yes, Allergan has my permission to use the videotapes for advertising, publicity, and 
promotional purposes. 

□ Yes, I agree to have videotapes taken of me for general research, education, or informational 
purposes. No, Allergan does not have my permission to use the videotapes for advertising, 
publicity, and promotional purposes. 

□ No, I do not want to have videotapes taken of me. I choose not to be in the study.  

If you choose to leave the study early or change your mind about giving permission to use videotapes, 
you will not be able to withdraw any of your videotapes that were already collected or the way the 
images are used prior to leaving the study or updating this release.  
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PERSON OBTAINING CONSENT 

I attest that the requirements for informed consent for the medical research project described in this form have been 
satisfied – that I have discussed the research project with the participant and explained to him or her in nontechnical 
terms all of the information contained in this informed consent form, including any risks and adverse reactions that 
may reasonably be expected to occur. I certify that the information provided was given in a language that was 
understandable to the participant. I further certify that I encouraged the participant to ask questions and that all 
questions asked were answered. 

 

 

  

Printed Name of Person Obtaining Consent   

 

 

 

  

Signature of Person Obtaining Consent   Date (dd-MMM-yyyy) 

   

 
When completed: 1 for participant; 1 for researcher site file; 1 (original) to be kept in medical notes 
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APPENDIX 1: PROCEDURES AND ASSESSMENT PERFORMED AT STUDY VISITS 

Study Period Duration of the study period 
and the visits during this 
period 

Procedures and assessments which may be included 

Screening Visit Up to 5 weeks  

(Visit 1) 

• Sign consent form 
• Check if you are eligible for the study  
• Questions about your age, gender, ethnicity, and race 
• Physical examination (including your height, weight, and a check of your different body 

systems) 
• Questions about your medical, surgical, and UC history 
• Questions about medications you are taking and any side effects you are having 
• Vital signs  
• Electrocardiogram (ECG)  
• Blood tests (for general health assessment) 
• Hepatitis/human immunodeficiency virus (HIV) testing  
• Urine tests  
• Urine drug screen 
• Pregnancy test (blood) or blood test for follicle stimulating hormone (FSH)  
• Tuberculosis (TB) test  
• Chest X-ray (if needed)  
• Stool test  
• Colonoscopy  
• Biopsies of your colon 
• Information and training about your study e-diary   

Induction 
period visits 

10 weeks 

(Visits 2 to 6) 

• Check if you are eligible for the study (Visit 2) 
• Randomisation 
• Check conditions associated with your UC 
• Physical examination (Visit 6) 
• Questions about medications you are taking and any side effects 
• Vital signs  
• ECG (Visits 2 and 6) 
• Blood tests   
• Optional blood test for genetic testing (Visits 2 and 6) 
• Urine test (Visits 2 and 6) 
• Urine pregnancy test (Visits 2, 3, 5, and 6) 
• Stool tests (Visits 2 and 6) 
• Colonoscopy/flexible sigmoidoscopy (Visit 6) 
• Biopsy of your colon (Visit 6) 
• Receive the IV and SC study medication and check injection sites (Visits 2, 3, and 5) 
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• Collection and/or review of e-diaries/ questionnaires  
Maintenance 
period visits 

40 weeks 

(Visits 7 to 17) 

• Physical examination (Visit 17) 
• Check conditions associated with your UC 
• Questions about medications you are taking and any side effects  
• Vital signs 
• ECG (Visits 11 and 17) 
• Blood tests (Visits 7, 11, and 17) 
• Urine tests (Visits 11 and 17) 
• Urine pregnancy tests (prior to administering study medication) 
• Stool tests (Visits 11 and 17) 
• TB test (if required, at Visits 7, 11, and 17) 
• Colonoscopy/flexible sigmoidoscopy (Visit17) 
• Receive IV and SC study medication and check injection sites 
• Collection and/or review of e-diaries/questionnaires  

Early 
Termination 
Visit 

1 visit– this visit is only 
applicable if you are 
withdrawn/or you withdraw 
yourself from the study early 

• Questions about medications you are taking and any side effects 
• Physical examination, including weight  
• Check conditions associated with your UC 
• Vital signs  
• ECG  
• Blood tests 
• Urine tests 
• Urine pregnancy test (if applicable)  
• Stool test 
• TB test (if required at Visits 7, 11 and 17) 
• Endoscopy  
• Biopsy of your colon 
• Collect and/or review of e-diaries/questionnaires  
• Check of injection site 

Safety Follow-
up Visits 

18 weeks 

(Follow-up Visits 1 and 2) 

• Physical examination, including weight 
• Questions about medications you are taking and any side effects  
• Vital signs  
• Blood tests (tests for anti-drug antibodies and genetic testing will only occur at Follow-up 

Visit 1) 
• Urine tests  
• Urine pregnancy test (if applicable)  
• Stool tests (Follow-up Visit 1) 
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