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The form is worded using male pronouns for convenience only, but it is directed towards both genders.
You have been invited to voluntarily join a clinical study. A clinical study is a innovative process that is either unfamiliar, not standard or that has yet to be approved as a routine treatment in Israel, and its safety or efficacy are uncertain. This form includes explanation about the study you have been invited to join. Please read the information carefully and discuss it with anyone you wish: friends, relatives, and doctors or healthcare professionals who are not directly involved with the study. Additional information regarding the study as well as answers to questions can be obtained from the study doctor or his representatives.
Before deciding whether to join the study, it is very important that you understand the existing risks and benefits, in order to make an informed decision. This process is called “Informed Consent”.
Your participation in the study is voluntary and you have the right to choose not to participate in it and to not sign the consent form. You may withdraw from the study at any time, without providing a reason. Your decision to refuse or to withdraw will not have a negative impact on your medical care at this time or in the future, and the treatment options available to you will be explained to you.
If you would like to participate in the study, you will be asked to sign this form. You will receive a signed copy for safekeeping and the original shall be kept at the medical institution.
	First name:
	Last name:

		
	
	
	
	
	
	
	
	


ID number:

	Address:



1) Information about the QUASAR CNTO1959UCO3001 study 
1.1) Study title: A Study of the Efficacy and Safety of Guselkumab in Participants with Moderately to Severely Active Ulcerative Colitis
1.2) The investigator [name of Principal Investigator] received from the Institutional Helsinki committee and from the director of the medical institution [name of the institution], an approval to conduct the clinical study, as stipulated in the public health regulations (Clinical Trials in Human Beings), 1980.
1.3) Study objective: The main objective of the QUASAR study is to test if a drug named Guselkumab is safe and effective as treatment for Ulcerative Colitis. Another objective is to determine how long Guselkumab stays in your body and affects it. This is measured through blood tests.
Since iInduction study 1 has been closed for recruitment in May 2021, starting at that point, all new patients will enter , induction study 2, which along with  and the treatment (maintenance) study will be used in order to:
· Assess whether Guselkumab acts well as a treatment of Ulcerative Colitis (UC). 
· Assess the effects on Ulcerative Colitis as well as investigate side effects that will appear as a result of using the drug. Side effects are unexpected or undesired responses to taking a drug. 
· Compare the effects of Guselkumab to the effects of placebo. Placebo looks identical to Guselkumab, and is administered in the same manner, but does not contain any active drug.

An additional objective of induction study 1 only is was to find the best dosage of Guselkumab to be used in induction study 2 and in future studies as initial treatment for Ulcerative Colitis. Dosage is the amount of the drug that you will take in a single administration. 
Induction study 1 will tested various starting doses of Guselkumab, administered by intravenous infusion, in order to check if your ulcerative colitis symptoms improve over 12 weeks. One of the doses that will werebe administered during induction study 1 will be selected for use in induction study 2.
The objective of the phase called maintenance study is to test if the study drug can help control your symptoms for a longer period of time.
Any reference of the term “the study drug” may refer to either Guselkumab or placebo.
1.4) Study treatment: You are invited to participate in a clinical study, since you have moderately to severely active Ulcerative Colitis (UC). Not everyone in the study will receive Guselkumab in all the phases of the study. You will be randomly assigned to a treatment group to receive either Guselkumab or placebo.
The QUASAR study is comprised of three phases: Induction study, maintenance study and a long-term extension study. You will complete only one of the the “induction 2” studyies presented below before continuing to the rest of the study.






· You have a 67% chance of being assigned to groups 1 or 2 : Participants receiving a high or low dosage of Guselkumab by intravenous infusion every 4 weeks for 12 weeks.
· You have a 33% chance of being assigned to group 3: Participants receiving placebo by intravenous infusion every 4 weeks for 12 weeks.
· Neither you nor you doctor will know which group you were assigned to.
· This means that in induction study 1 you have a chance of 2 out of 3 of receiving Guselkumab and 1 out of 3 of receiving placebo for the initial 12-week period.
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The Guselkumab dosing levels tested in this study are higher than the approved dosing for the treatment of adults with moderate to severe plaque psoriasis. 

· You have a 60% chance of being assigned to group 1: Participants receiving a fixed dosage of Guselkumab by intravenous infusion every 4 weeks for 12 weeks.
· You have a 40% chance of being assigned to group 2: Participants receiving placebo by intravenous infusion every 4 weeks for 12 weeks.
· Neither you nor you doctor will know which group you were assigned to.
· This means that in induction study 2 you have a chance of 3 out of 5 of receiving Guselkumab and 2 out of 5 of receiving placebo for the initial 12-week period. 
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If you do not respond after 12 weeks of administration of Guselkumab or placebo during the induction studies, you will be assigned to one of the groups below. The objective is to give you 12 additional weeks of the study drug. 
· Participants who were in the groups that initially received Guselkumab will receive a subcutaneous injection of Guselkumab with placebo, administered as an intravenous infusion. 
· Participants who were initially in the placebo group will receive Guselkumab every 4 weeks by intravenous infusion with a subcutaneous injection of placebo.

The drug doses will be administered every 4 weeks between weeks 12-20. If you respond to the treatment as assessed at week 24, you can join the maintenance study and receive the study drug. If you do not respond to the study drug, your participation in the study will be discontinued, and your doctor may treat you with another treatment that is not part of this study.
*Not responding to treatment after 12 weeks? - induction study 1 or 2
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If you responded to the administration of Guselkumab in the induction study 1 or 2, there are 3  treatment groups that you will be randomly assigned to at this stage: 
· You have a 66.6% chance of being assigned to group 1 or group 2: In both groups, you will come to the study site to receive a subcutaneous injection of the study drug every 4 weeks. 
· You have a 33.3% chance of being assigned to group 3: Participants will receive a subcutaneous injection of placebo every 4 weeks.
· Neither you nor the doctor will know which group you were assigned to or which injection you receive during visits.
If you were in the group of patients receiving placebo in induction studies 1 or 2, and your symptoms decreased by week 12, you will continue to receive only placebo during the maintenance phase.
If you were initially in the group of patients receiving Guselkumab during induction studies 1 or 2, and your symptoms do not decrease by week 12, you will receive additional study drug until week 24. If your symptoms decrease by week 24, you will receive only Guselkumab during the maintenance.























[bookmark: _Hlk21513386]If necessary for a medical emergency, the study doctor/study staff can quickly find out which treatment group you are in.
If your symptoms flare up during the maintenance study, your assignment and study drug dosage may be adjusted (only once). This means that:
· If you were randomly assigned to group 3 (placebo group) described above during the maintenance study, you will start receiving Guselkumab instead. 
· If you are receiving Guselkumab injections every 8 weeks, you will start receiving Guselkumab every 4 weeks. 
· If you are receiving Guselkumab every 4 weeks (high dosage), no dosage adjustment will be made.
·  Note: If you were in the placebo group for induction study one or two, and your symptoms decreased by week 12, you will continue to receive placebo during the maintenance study

[bookmark: _Hlk23077593]At the end of the maintenance study, if the study doctor believes you may benefit from further participation in the study, you will have the opportunity to participate in the long-term extension phase, which will last for up to two years. 
** What if the symptoms of my ulcerative colitis come back? - maintenance study (treatment) 

















· If you respond to the treatment at the end of the main study (up to week 44 of the maintenance study), you may be able to participate in the long-term extension, that will last for two more years.
· You may be allowed to inject yourself with certain injections of the study drug at home. If you choose to inject yourself at home, you will have less visits at the study clinic. 
· The study doctor will tell you exactly how many times you will have to come to the study site.
Long-term extension of the maintenance study















After all participants have completed all visits (up to week 44) of the maintenance study, the study staff will remove study blinding, which means they will check which treatment participants received or are receiving (placebo or Guselkumab). If you are still in the long-term extension, the study staff will know at this point what drug you are taking, and may have to do the following: 
· If you are receiving Guselkumab treatment, you will continue receiving the same study drug, but you may have to come to the study site only every 8 weeks, and you may not need to take home additional supply of the study drug. This will depend on the treatment group you were assigned to, and you may be required to continue taking the study drug every 4 weeks. The study drug label will continue to indicate “Guselkumab 100 mg/placebo”, even though all syringes will contain only Guselkumab. 
· If you are receiving placebo, you will not longer receive study treatment, and your participation in the study will be discontinued.
How will the study drug be administered? 
Intravenous infusion (IV): A member of the study staff will administer the study drug into a vein in your arm through a small tube attached to a needle. All participants will receive one intravenous infusion of Guselkumab or placebo every 4 weeks during the induction study 1 or 2. The infusion will take 1-2 hours. The study doctor or nurse will check your vital signs approximately every 30 minutes before, during and after the intravenous infusion.
Subcutaneous injection (SC): A member of the study staff will inject the study drug just under your skin using a needle. All participants will receive one subcutaneous injection of Guselkumab or placebo every 4 weeks in the induction study 1 or 2, the maintenance or the long-term extension study.

[bookmark: _Hlk1112049]If you do not respond to the study drug in the induction study 1 or 2, you will receive three additional doses of Guselkumab, administered either intravenous or subcutaneous, in weeks 12, 16 and 20. Placebo (either intravenous or subcutaneous) will be administered at these time points to verify that the treatments you receive are blinded for you and for the study doctor/study staff.

1.5) Study Methods:
The drug investigated in this study, called the QUASAR study, is called Guselkumab.
Guselkumab was approved in the United States (USA), the European Union (EU), Canada and several other countries for the treatment of adults with moderate to severe plaque psoriasis. It is sold under the name TREMFYA®. 
Guselkumab is investigated for the treatment of psoriatic arthritis, Crohn’s disease and juvenile psoriasis. 
Guselkumab is not approved for use in any country by a regulatory authority for the treatment of ulcerative colitis. It can only be used for patients with ulcerative colitis in a study such as the QUASAR study.
Approximately 950 1000 patients will participate in the QUASAR study worldwide. 
The expected duration of participation in the trial: If you join the QUASAR study, you will undergo a screening procedure to determine if you are eligible to participate. The duration of the screening phase will be up to 8 weeks, prior to the enrollment to the induction study (1 or 2) whose duration will be up to 24 weeks. If the symptoms of your ulcerative colitis improve based on certain criteria, and you are found eligible to participate in the study based on study requirements, you can then join the maintenance study for a duration of 44 weeks. After the end of the maintenance study, and if the investigator believes you may benefit from further treatment with the study drug, you will have the opportunity to participate in a long-term extension study for a maximum of two more years.


What will happen during the study? 
The QUASAR study is divided into three parts as described in the table below:
	1
	‏2
	3
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Screening period 
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Treatment period
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Long-term 
extension period

	· You must sign this informed consent form and meet the requirements in order to participate in the study
· You must complete 8 weeks of screening assessments and medical examinations to determine if you can participate in the study
· It is likely that you will require two visits for health assessments and examinations to determine if you can participate in the study
· During this time, you will not receive the study drug, but you may have to stop taking current treatments or make treatment adjustments after consulting your doctor
	· Will last approximately 58-65 weeks, including the induction study 1 or 2, which will last 12-24 weeks, and a 44 weeks maintenance study
· Between 14-17 visits for medical assessments and examinations 
· You will receive the study drug during this time

	· You may be eligible to participate in the long-term extension phase for up to two additional years of receiving the study drug
· At this point, there may be fewer visits and tests at the study site
· During the long-term extension, you may be allowed to inject yourself with certain injections of the study drug at home 
· If you are able to inject yourself and choose to do so, you will visit the study site every 8 weeks (up to 7 visits per year) for medical assessments and examinations. 
If you come to the study site to receive the study drug, there may be up to 14 visits per year




[image: ]Follow up - after or during treatment, or in the long-term extension phase

· One final visit at the clinic for medical assessments and examinations within approximately 12 weeks after receiving the last study drug
· You will not receive the study drug during this time
· If you stop taking the study drug early, you will be asked to come to the clinic for a follow-up visit
Study procedures 
The table below describes all the procedures you are expected to undergo during the study. Not all procedures will be performed at every visit. The study doctor/study staff will discuss this with you in more detail
Additional visits may be scheduled if necessary. Your study doctor will decide this.
	Procedure
	What is it?
	When is it performed?

	Informed Consent Form (ICF)

	The study doctor/staff will talk to you about the study and you will decide if you want to join.

	Screening visit

	Medical history review
	You will talk to the study doctor/study staff about your present and past health. 
	Screening visit

	Pre-scheduled surgery/procedures
	Please inform the study doctor/staff if you are about to undergo medical procedures. This may affect your eligibility to participate.
	Screening visit

	Medication review
	You will talk to the study doctor/study staff about all the medication you are taking. 
	Screening visit, treatment visits, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit.

	Physical examination 

	The study doctor/staff will conduct a general health examination that will include height and weight measurement.

	Screening visit, treatment visits, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit 

	Vital signs

	The study doctor/study staff will measure your blood pressure, pulse, respiration rate and body temperature.
	Screening visit, treatment visits, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit


	Review of side effects
	Every visit, the study doctor/study staff will ask about any side effects. 
	Screening visit, treatment visits, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit

	Electrocardiogram (ECG) recording the heart’s electrical activity
	Adhesive patches are placed on your chest, which are attached to a device that displays your heart’s electrical activity.
	Screening visit

	[bookmark: _Hlk12369907]Assessment of clinical expression of medical conditions other than the bowels
	The study doctor/study staff will ask you questions about conditions affecting the joints, eyes or skin, that are related to ulcerative colitis.
	Screening visit, treatment visits*, final efficacy visit and early discontinuation visit

*During the long-term extension period (after week 44 of the maintenance study), this assessment will be performed when you visit the study site for scheduled visits.

	Diary
	You will receive a paper diary known as the MAYO diary - you will receive an explanation on how to complete it during the screening visit. 
You will write information in this diary every day (or several times a day) about the frequency of your bowel movements and details on passing stool during the screening period and from your first treatment (week 0) in the induction study until the week 4 visit, and then for 7 days before every visit to the site after the week 4 visit, as the study doctor/study staff, study nurse or study coordinator will explain to you. In this diary you will indicate any drug you took for constipation, diarrhea or irregular bowel movements, as well as a drug or enema you used to prepare your bowel for a procedure (such as an endoscopy). You will write down the name of the drugs and the number of doses per day, regarding each day you used the drug.
Bring the paper diary with you to every visit. 

The drug can be administered at home every 8 weeks as of week 48 (long-term extension phase) until week 144. Participants will document all drug injections performed at home in the diary card.
	Screening visit, treatment visits*, final efficacy visit and early discontinuation visit

*During the long-term extension period (after week 52 of the maintenance study), these assessments will be performed when you visit the study site for scheduled visits.

	Interviews with the participants and questionnaires
	Every visit, the study staff will ask you questions, and on certain visits you will complete questionnaires on a portable electronic device, similar to an iPad, to help assess the effects of the study drug, assess your sensations, your energy level and you ability to take part in activities. It will take approximately 25 to 45 minutes to complete all the questionnaires, depending on the study visit. 

These questions will provide important information about your condition in the study, therefore it is important to answer these questions as instructed by the study doctor/staff, study nurse or study coordinator.
Where appropriate, consider bringing your reading glasses. 
	Screening visit, treatment visits*, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit*
You will be asked to complete the questionnaires on the electronic device during the following visits:

During the induction study 1 or 2, weeks 0, 12 (and 24**);
 During the maintenance study: Weeks 28 and 44; 
During the long-term extension period: Weeks 68, 92. 116, 140 and 148; 

**If your symptoms do not decrease by week 12 of the induction study 1 or 2, the participant-reported questionnaires will also be completed at week 24.
 

	Assessment of infections 
	You will be asked questions that can help detect signs and symptoms of infection (including tuberculosis). 
	Screening visit, treatment visits, early discontinuation visit and safety follow-up visit

	X-ray
	An X-ray (image) may be taken to make sure you do not have signs of tuberculosis or other problems. Tuberculosis is a bacterial disease that usually affects the lungs.

If you had a chest X-ray done in the past 12 weeks and can provide the study doctor with a record of this, you will not need to undergo another one.
	Screening visit, treatment visits*, safety follow-up visit*, final efficacy visit*, final safety visit* and early discontinuation visit*

*If, at any time, tuberculosis is suspected, a chest X-ray will be performed

	[bookmark: _Hlk12371842]Administration of study drug
	The study drug will be administered as an infusion and/or as a subcutaneous injection (under the skin with a small needle). 

All the injections administered during the maintenance study and the long-term extension study are administered as a subcutaneous injection.
	Treatment visits*
*During the induction study 1 or 2: At weeks 0, 4, 8 (12, 16, 20**), maintenance study: week 0 to week 40; in scheduled visits during the long-term extension study

**If your symptoms do not decrease during the induction study 1 or 2 by week 12, you may receive additional study drug until week 20 

	[bookmark: _Hlk12372084]Examination of the injection site
	The injection site will be examined to check for post-injection reactions
	Treatment visits*

*During the induction study 1 or 2: Weeks 12**, 16 and 20 and also
in the maintenance study: week 0 to week 40; long-term extension study: week 44 to week 148

**If your symptoms do not decrease during the induction study 1 or 2 by week 12, you may receive additional study drug until week 20 

	[bookmark: _Hlk12372101]Training for self-injection of the study drug (optional)
	If you choose to self-inject (or to have a caregiver inject) at home, the study doctor/study staff will train you. 

You will also be trained to perform a self-assessment of injection site reactions, and report a side effect after the injection of the study drug. In addition, you will be asked to contact the study doctor/study staff if there are any signs of an allergic reaction, infection or bleeding.
	Week 44 in the maintenance study.



Due to the coronavirus/COVID-19 pandemic, some study visits and study procedures may need to be performed differently, to ensure continued routine treatment during the trial. Changes include (please mark all changes you agree to):
• Instead of going to the doctor's clinic, your doctor or another person from the clinic may perform the study visit by telephone or via a computer, or video
• Doctors, nurses, or other staff members may ask to visit you at home, in order to administer the study drug and check how you are doing
• You may be taught to take the study drug independently and the drug will be sent to you for storage and administration at home. To this end, your address will be given to a delivery service (your name/address will not be forwarded to Janssen, as sponsor).
• You may be asked to go to a laboratory or clinic that is not the clinic of the doctor treating you, to do blood tests and/or other tests
• You may be asked to perform some tests at home (for example, you will be asked to perform a home pregnancy test)
As with all study procedures, you have the right to refuse any of the new procedures arising from these changes. At any time during the study, you will also have the right to change your mind regarding your participation in the study. Local health authorities may provide special guidelines for people at higher risk of developing severe COVID-19 disease (e.g., people over 65).
1.6) What is your responsibility as a participant in the study, as far as complying with the study requirements? 
	Study requirements and restrictions 

	[bookmark: _Hlk508932634][image: ]Things you must do
	[image: ]Things you must not do

	Provide accurate information regarding your medical history and your health 
Inform the study doctor/study staff of any medical problem you have during the study
Complete the diary and bring it with you for appointments
Attend all study visits
Inform the study doctor/study staff of any new medication that you take during the study or any change in your medications
	Do not participate in any other clinical studies
Do not become pregnant or impregnate your partner
Do not take any other drugs unless the study doctor/study staff approved them in advance, including prescription drugs and over the counter drugs, such as vitamins and herbs
Do not receive vaccines composed of live bacteria or live viruses
You must not donate eggs during the study and up to 12 weeks after your last dose of the study drug
If you are a male subject, you must not donate sperm during the study and up to at least 12 weeks after your last dose of the study drug


In order to participate in the study, you must follow the list below of things you must and must not do:
The study drug package is not child resistant. The study drug might harm children. Keep the study drug out of the reach of children, as they might be able to open the package and get to the study drug. By signing this consent form, you state that you have understood that the study drug package is not child resistant. Do not participate in this study if you feel that you will not be able to keep your study drug in a safe place out of the reach of children
What about my current medications?
Inform the study doctor/study staff of all prescription drugs and over-the-counter drugs that you are taking. Including vitamins and herbal remedies. 
You may be able to continue with certain treatments for ulcerative colitis during your participation in this study, and the study doctor/staff may gradually reduce and stop the treatment of some or all of your current drugs. Do not stop taking any of your current drugs unless the study doctor/study staff tells you to do so.
What happens if I stop participating in the study early?
If you stop your participation in the study early, the study doctor/staff may ask you to come for a final follow-up visit to undergo final examinations. Information from the follow-up visit is important to check your ulcerative colitis and your general health. If you do not want to continue with the follow-up visit, you will be asked to state this clearly. This information will be added to your study records.
If you have side effects after the early discontinuation of your participation in the study, the study doctor/staff member may contact your other doctors who see you regularly. 
By signing this Consent Form, you authorize the retrieval of this information about you and its documentation in the study records, unless you notify otherwise.

1.7) What are the known risks and/or discomfort expected as a result of participation in the study?

Not all the possible side effects and risks associated with Guselkumab are known. Unexpected problems may arise and they might be life-threatening. If you have any side effects or problems during your participation in this study, inform your study doctor right away. The following part describes the frequency of side effects in subjects treated with Guselkumab. 
Very common side effects - Affect more than one in ten users: Infections of the nose, sinuses, respiratory tracts or throat (cold).
Common side effects - Affect one to ten in 100 users: Elevated levels of liver enzymes in the blood (transaminases), headache, join pain, diarrhea
Injection site reactions
Injection site reactions were seen in subjects who received Guselkumab and similar drugs. Reactions seen in the injection sites may include: Redness, swelling, pain, bruising, itching, skin irritation, stinging sensation, bleeding, induration at the injection site and rash.

Uncommon side effects - Affect one to ten in 1000 users: Herpes simplex infections, which may appear as blisters or sores on the lips (cold sores) or the genitals (genital herpes); fungal infections of the skin (for example, athlete’s foot); gastroenteritis (infection of the stomach and/or intestines); rash; reduced number of a certain type of white blood cells (neutrophils); hives (allergic reaction of the blood vessels in the skin, characterized by local skin edemas); allergic reactions; severe allergic reactions (including anaphylaxis) which can appear as an allergic reaction of the blood vessels in the skin, swelling in the face, lips, mouth, tongue or throat. Difficulty swallowing or breathing, low blood pressure or dizziness.

Rare side effects: Affect one to ten in 10,000 users		
None
Infections
Guselkumab is a drug that may change the way your body fights infections. Serious infections which require hospitalization were observed in studies on Guselkumab. Life threatening infections may occur. It is not known if Guselkumab may prevent you from developing a fever if you have an infection, and therefore you will not know you have an infection. Inform your study doctor if you have a new infection, if an infection keeps recurring or if you have any signs of infection, such as fever, chills or cough.
Subjects receiving Guselkumab might also be at a greater risk for certain serious infections, such as tuberculosis. Inform your study doctor if you had tuberculosis or if you were in contact with someone who has tuberculosis. Inform your study doctor if you develop symptoms such as night sweats, weight loss and/or cough with blood.
Cancer
It is not known if taking Guselkumab increases your risk to develop cancer. Some of the drugs that suppress the immune system are associated with a greater risk of cancer. Since Guselkumab may suppress your immune system, it may increase your risk to develop cancer. 
Allergic reactions 
Guselkumab may cause an allergic reaction for some people. Serious allergic reactions that include a type of reaction called anaphylaxis were reported when using Goselkumab and can be life-threatening.
Symptoms of an allergic reaction may include: Hives (allergic reaction of the blood vessels in the skin, characterized by local skin edemas), rash, nausea, blushing, dizziness, shortness of breath, wheezing, swelling of the face, lips, mouth, tongue or throat; difficulties swallowing and breathing, low blood pressure, anaphylaxis.

Another type of allergic reaction (reactions similar to serum sickness, which is a form of late hypersensitivity to the drug) occurred in some of the subjects, one to 14 days after receiving similar drugs. The symptoms of this type of allergic reaction may include fever, rash, muscle pain and joint pain. 
Tell your doctor or seek immediate medical assistance if you have symptoms of an allergic reaction, so that you can receive appropriate care. If you experience a serious reaction to Guselkumab, you will no longer receive the study treatments
Guselkumab antibodies
The body can sometimes produce special antibodies that may increase the risk for an allergic reaction to Guselkumab or other antibody drugs. If you have an allergic reaction during the study, you may not be able to receive these types of drugs in the future. Inform your doctors that you were treated with human antibodies in this study.
Vaccinations 
Vaccinations are designed to help protect people from certain diseases. Ask your study doctor about any vaccination you are thinking of receiving. It is not known if Guselkumab may interfere with your body’s reaction to a vaccination. 
Some vaccinations are composed of live bacteria or live viruses. You cannot receive live vaccinations during the Vaccinations composed of live bacteria or viruses cannot be given 3 months before the first dose of the study drug, during the study and 3 months after the last dose of the study drug. You cannot receive certain types of vaccinations for three months to one year after your last dose of the study drug. You might become sick as a result of live vaccinations while taking Guselkumab. You may not receive live vaccines during the study. If you receive a live vaccination during this study, inform your study doctor immediately.
Liver injury
A single case of a serious liver injury (elevated level of liver enzymes) that resulted in hospitalization was reported in a patient who received Guselkumab via intravenous infusion in a clinical study.
Tell your doctor if you have any of these symptoms:
· Yellowing of the skin or eyes
· Fever
· Dark brown colored urine 
· Pain on the right side of the area where the stomach is

Other treatments 
Inform the doctor if you are receiving drugs that compromise the immune system when you are enrolled in this study. For example oral corticosteroids, 6-MP azathioprine or methotrexate. It is not known if taking these drugs with Guselkumab will increase your risk for diseases associated with a compromised immune system.
Side effects from tests and administration of the study drug:
· ECG: In general, an ECG does not involve any risk. The sticky patches may pull your skin or cause redness or itching. 
· X-ray: The amount of radiation from the X-ray is small. This is painless, and there is no significant risk from this amount of radiation.

Intravenous infusion: Inserting a needle to a vein may cause: Pain, skin discoloration or bruising, bleeding, swelling, occlusion of a blood vessel due to the formation of a blood clot in a vein, dizziness or rarely fainting, infection, inadvertent perforation of an artery or local nerve damage. The intravenous catheter may be irrigated with a sterile solution to prevent needle block. 
Subcutaneous injection: The injection is administered under the skin using a small needle. There may be mild pain, bleeding and skin discoloration or bruising, and/or infection at the injection site.
Prophylactic drug for tuberculosis infection: Drugs to prevent tuberculosis infection may have side effects. Side effects may include nausea, vomiting, abdominal pain, hepatitis and other possible events. Your study doctor will provide you with more information on preventive treatment for tuberculosis if you need such treatment in order to participate in this study.
Usually, other procedures, such as physical examinations, measurements of respiration rate, pulse, blood pressure and body temperature, as well as weight and height measurement do not involve risks.
In addition, there may be risks that are unknown/unanticipated.
 
1.8) What are the expected benefits for you as a participant or to others in your condition, as a result of the study?
You may or may not benefit from participating in this study. One possible benefit is improvement (or further improvement) of your ulcerative colitis. There is no guarantee that these benefits will indeed take place, and participation in the study may not have any benefit for you. During the study, your condition may remain unchanged or worsen. Your participation may help participants in the future.
 
1.9) Are there alternative treatments?
Instead of participating in this study, you can choose to take other treatments proven to be effective, such as: Non-steroid anti-inflammatory drugs, antibiotics, corticosteroids, biological drugs or undergo surgery under the supervision of your regular physician.
The investigator will give you an explanation about the risks and benefits of the treatment options available for you.

1.10) What are the circumstances in which the investigator or sponsor may decide to discontinue your participation in the clinical study?
The investigator and/or sponsor might discontinue your participation in the clinical study at any time, with or without your consent, if: It is clinically in your best interest to stop the treatment; if you do not follow the instructions of the study staff; if the study is cancelled; if you no longer meet the study’s inclusion criteria. The study doctor or his staff will discuss with you the reasons for discontinuing of your participation in the study, other treatment options or studies, and plans for your continued follow-up regarding side effects, as necessary.

1.11) Participation in the study is free of charge. You will be reimbursed for reasonable travel/parking expenses for visits to the medical center during the study (including for tests related to the study) and meals during study visits, if the visit is long [over 8 hours]. The total amount of expenses to be reimbursed is up to 250 ILS per visit. When expenses exceed 250 ILS per visit, the investigator must obtain prior approval from the sponsor. You must keep receipts for these expenses. Submit receipts to the study coordinator in order to receive reimbursement for these expenses. 

2. Information regarding samples 
These samples will be used for the purposes of this study only. 
2.1) The samples that will be collected during the trial:
· Stool sample
· Urine sample
· Blood drawing/blood tests: There may be bruising of irritation where the needs penetrates your skin.
Risks of blood drawing: Blood drawing may cause a subcutaneous hematoma where the needle penetrates the skin. There may be fainting, and in rare cases, infections.
· Blood test for tuberculosis (TB)
· Tuberculosis (TB) skin assay
Risks / discomfort from tuberculosis skin assay: You may have mild pain, bleeding, skin discoloration or bruising, and/or infection at the test site. You will have to return to the study site or see a specialist 48 to 72 hours after the injection, for a proper assessment of the test site. If your skin assay is positive, you may have mild pain, itching, redness and mild skin swelling at the test site.
· An endoscopic test (colonoscopy or sigmoidoscopy) and a pathological test (biopsy):
The test involves several risks. Seldom, risks of an endoscopic examination might include: Adverse reaction to the anesthetic (such as malaise, vomiting or dizziness) used during the test; bleeding from the site of the sample collection (biopsy) or the site where a polyp or another irregular tissue were removed; tear in the colon or the rectum wall (i.e. perforation).
No genetic study will be performed on your samples.

2.2) The purpose of collecting the samples, the methods and the test that will be used in the study:
Stool sample: Your stool samples will be used to evaluate the presence of: Infections or pathogens such as viruses, bacteria, fungi or parasites that cause the disease in your bowel; inflammation and bacteria in your bowel; reaction to the treatment.
The samples will be collected during the following visits: Screening visit, treatment visits*, final efficacy visit and early discontinuation visit; induction study 1 or 2: Week 0, 4, 12 (24**); maintenance study weeks 28 and 44; long-term extension period: Weeks 68, 92, 116, 140 and 148.
**If your symptoms do not decrease by week 12 of the induction study 1 or 2, another stool sample will be collected in week 24.

Urine sample:Your urine will be used to check for pregnancy (if you are a woman of childbearing potential).
The samples will be collected during the following visits: Screening visit, treatment visits, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit.

Blood drawing/blood tests: The study doctor/study staff will draw blood from a vein in your arm. You will not be allowed to eat or drink anything except water before some of the visits.
During the screening procedure, the induction and the maintenance, a total of 26 tablespoons (389 ml) of blood will be drawn. 
If you are eligible to participate in the long-term extension phase, a total of about 7 additional tablespoons (about 100 ml) of blood will be drawn.
Sometimes you will have to repeat a blood test. 
Your blood will be used to test the following: General health; hepatitis B virus (HBV), hepatitis C virus (HCV) and human immunodeficiency virus (HIV); blood count; 	blood chemistry (including kidney and liver function tests); how the study drug acts in your body, and how your body handles the study drug.
The study doctor/ study staff will talk to you in the event of positive results, for example an HCV, HBV or HIV infection. 
In the event of tests to identify hepatitis B and C and human immunodeficiency virus (HIV-AIDS), the results of the tests will be given to you by your study doctor. A positive test result will lead to your exclusion from the study. According to the Ministry of Health guidelines, positive results in these tests require that the physician reports them to the regional health office. In addition, you will be referred to the nearest center in order to receive the appropriate care.
The samples will be collected during the following visits: Screening visit, treatment visits, safety follow-up visit, final efficacy visit, final safety visit and early discontinuation visit.
*In the induction study 1 or 2: All visits; maintenance study: Weeks 8, 4, 12, 20, 28, 36 and 44; long-term extension period: Weeks 60, 68, 76, 92, 108, 124, 140 and 148.
You will be asked to come for an additional visit, scheduled between the drug administration visit at the induction phase between week 0 and week 12, so that the study doctor/staff can collect a blood sample. There will be no other procedures at this visit.

Blood test for tuberculosis (TB): You will have a tuberculosis test. A special blood test is used for detecting tuberculosis, named QuantiFERON – TB If the results are positive, the Ministry of Health must be notified. The patient will be referred to a center for the diagnosis and treatment of tuberculosis.
The samples will be collected during the following visits: Screening visit, treatment visit*, early discontinuation visit*, final efficacy visit and follow-up visit*.
*If, at any time, tuberculosis is suspected, a tuberculosis blood test will be performed.

Tuberculosis (TB) skin assay:You may undergo a tuberculosis skin assay: A very small needle will be used to inject a small amount of tuberculosis bacteria into your arm. 
If the results are positive, the Ministry of Health must be notified. The patient will be referred to a center for the diagnosis and treatment of tuberculosis.
The samples will be collected during the following visits: Screening visit, treatment visit*, final efficacy visit, early discontinuation visit* and follow-up visit*. 
*If, at any time during the study, tuberculosis is suspected, a tuberculosis skin assay will be performed.

An endoscopic test (colonoscopy or sigmoidoscopy) and a pathological test (biopsy):
A flexible tube with a camera and light is guided through the buttocks (anus) to examine the colon and collect biopsy samples during the procedure. The camera will film a video of your digestive tracts. A colonoscopy looks at the entire colon, while a sigmoidoscopy only covers the lower portion of the colon.
The test will be performed in the screening and treatment visits*, approximately midway through the long-term treatment phase† or at the final efficacy visit and the early discontinuation visit.
*During the induction study 1 or 2: Week/s 12 (and 24**); and also during the maintenance period: Week 44. 
†The long-term treatment phase: At the final visit to asses the efficacy, if the discontinuation occurs in the first year of the treatment period
**If your symptoms do not decrease by week 12 of the induction study 1 or 2, you may receive additional study drug up to week 20 of the induction study, and another endoscopic examination will be performed in week 24.
Note: If your symptoms worsen (known as clinical flare up) or if you discontinue your participation early, you will be asked to undergo an endoscopic examination. 

2.3) To whom the samples will be given, where and how they will be kept: A recording of the video of your digestive tracts from the endoscopy, will be sent to Bioclinica, who will examine it for the sponsor. The company that will examine this video will not receive your name. Blood, biopsy, stool and/or urine samples will be transferred to Labcorp Covance laboratories in Geneva, Switzerland.
2.4) Sample retention period, what will be done with the samples and the information when the trial is completed or terminated: Some or all of your samples may be kept and used for up to 20 years from the study approval date by the Ministry of Health. After the end of this period, the samples will be destroyed. You will not be notified of the destruction of your samples. If you decide to withdraw your consent to use your samples for future research, you will be asked to notify this before 15 years have passed from the end of the study, because the study doctor/study staff member might destroy medical records that link your name and your code number in the study after 15 years from the end of the study. The coded data and information shall be retained by the Sponsor for a period defined by law (at least 15 years from the end of the study). 
2.5) The samples will be sent to a research lab overseas, after being coded

The investigators are obligated to make every effort to maintain the confidentiality of the information resulting from your genetic sequence. The results of the genetic test will not be included in the medical record and in accordance with the law, only information that the test was conducted, and not its results, will be documented. If the study discovers information of medical significance to you or your family, you will be informed in accordance with the law and as part of genetic counselling free of charge.
After you receive an explanation about the significance of the genetic tests, you have the right not to receive their results.

3. General Information
3.1) You may contact the Investigator at any time of day with any problem related to the clinical study, at the phone number: [Telephone number available 24/7]. In any case of a medical problem, injury or other health issue during the study period, you must report it immediately, in order to receive appropriate medical care as well as further details regarding your rights in this regard. It’s the investigator’s responsibility to administer the appropriate medical care.
3.2) The investigator will forward information about your participation in the study to your attending doctor in the community for their attention and medical monitoring. If clinically significant medical findings, which were previously unknown, are discovered during the study, the information will be given to the community doctor. Positive results of diseases regarding diseases that are legally required to be reported will be sent to the Ministry of Health (for example: hepatitis, tuberculosis, measles, HIV etc.).
3.3) New information, which may impact your decision to participate in, or to continue participating in the study, will be disclosed to you as soon as possible.
3.4) As part of the study, you may be asked to answer a questionnaire. You may choose not to answer all the questions in the questionnaire, or only some of them.
3.5) The study sponsor Janssen-Cilag International NV, and the sponsor’s local representative
3.6) 
J-C Health Care Ltd., an Israeli corporation, through its GCO Israel Division, Kibbutz Shefayim 6099000, Israel
are paying the medical center the costs associated with conducting the study. 
3.7) The study sponsor will provide the investigational product free of charge for the entire duration of the study.
3.8) The study sponsor and the medical institution have arranged for insurance coverage in the event of any injury resulting from performance of the study.
3.9) You may be able to continue receiving the Investigational Product free of charge even after termination of the clinical trial, for a period of up to three years from the end of the trial. This possibility of receiving the Investigational product (as part of a follow-up protocol) includes several conditions and is subject to the decision of the investigator and the medical institution:
· It is clearly known that you have taken the prescribed dosage of the study drug.
· The investigator recommends continuing this treatment.
· The Investigational product has not yet been approved for marketing in the State of Israel for the indication applied for and has not yet been included on the National Healthcare Services List.
3.10) There are circumstances in which the sponsor will not provide the product after the end of the trial:
· Development of the product was discontinued or clinical trials with the product did not yield the desired results.
· Administration of the Investigational product for an extended period is not appropriate as a treatment for you and might harm your health.
3.11) The results of the study may be valuable, and may be used as part of a patent, or for the development of medications, medical preparations, etc. Study participants have no rights to any patents, medications or preparations that will be developed as a result of a study in which they have participated.
3.12) A description of this clinical study appears on the Clinical Trials website of the Ministry of Health: MyTrials. This description will also appear on the website www.clinicaltrials.gov, as required by American law. The website(s) will not include information that can identify you. You may search this/these website(s) at any time.



4. Maintaining Privacy and Data Confidentiality
4.1) Over the course of the study in which you have been invited to participate, personal and medical information is collected as part of the study. This information is kept in a medical record and it is the responsibility of your attending staff to maintain medical confidentiality. You have the right to obtain information from the medical record, in accordance with the Patients Rights Law. If you become aware that the information in the medical record is incorrect or incomplete, you must inform the attending staff.
4.2) Information kept in the medical record may include: Medical tests results, preparations, accessories or implants given, treatments performed or investigational procedures and so on.
4.3) Your consent to participate in the study also constitutes consent to the transfer of medical and personal information collected over the course of the study to an external party that will use it to process the data. The information will only be given to an external body when it is coded. The information will not include: Your name, last name, ID number, residential address or other identifying number given to you by the state authorities. 
In general, coded information is considered identifiable information. The link between the code and your identifying details will be securely kept by the principal investigator in Israel. In certain cases, the Investigator will be permitted to decipher the code.
4.4) The coded data and information shall be retained by the Sponsor for a period defined by law (at least 15 years from the end of the study).
4.5) You will not be given certain information collected during the study, such as: Pharmacokinetic test results.
4.6) Viewing permission, to verify the clinical study methods and data, will only be given to authorized parties (e.g.: authorized representatives of the sponsor, the Helsinki Committee, the medical institution’s regulatory entity and inspectors of Health authorities). This access to your medical information will be performed through the investigator, and in accordance with the laws and regulations of maintaining confidentiality.
4.7) Your identifying details will not appear in any publication, scientific or other.

5. Withdrawal from the clinical study
At any stage of the study, you have the right to withdraw from the study by notifying the Principal Investigator or his representative. You do not have to explain why you have withdrawn. The investigator is only allowed to use coded samples and/or data collected up until the time of withdrawal. 
Once you declared your withdrawal from the study, no additional information about you will be collected. However, if medically significant information about you is obtained, you will be contacted. You have the right to refuse to receive this information.

6. Information regarding fertility (including partners), future fertility / pregnancy / fetus or breastfeeding infant
6.1) You will receive an explanation from the investigator regarding the most effective and safest way for you to prevent pregnancy, in accordance with your personal views. The effects of Guselkumab on human sperm or fetus are unknown. 
6.2) In the event of a pregnancy during the clinical trial, you will receive advice from the investigator on the possible effects to the fetus and the outcome of the pregnancy.
6.3) In the event of a pregnancy during the clinical trial, the investigator will ask to collect data about the pregnancy, the birth and/or the newborn - the investigator will ask for the partner’s consent separately.

7. Documentation of Consent
The participant: By signing, I declare that I have read the contents of this document, that I have received an explanation regarding the study and that I agree to participate in it.
Name (first and last): ______________ Signature: _____________ Date: _____________
The explaining Investigator: By signing, I declare that I provided the participant with a verbal explanation of the study, in accordance with the content of this form. I believe that the participant understood what was said, that he/she has had sufficient time to read the form and has expressed their willingness to participate in the study.
Name (first and last): ______________ Signature: _____________ Date: _____________
(including stamp and license number)

An impartial witness*: I, the undersigned, was present during the explanation regarding the clinical study, I confirm that the content of this document was verbally communicated to the participant in my presence, I believe that the participant understood the explanation and I heard the participant express their verbal consent to participate in the study.
Name (first and last): ______________ Signature: _____________ Date: _____________
* To be used only if the participant is unable to read the Informed Consent Form (is visually impaired or illiterate) or in a state of medical emergency (as defined by law). The impartial witness must be present throughout the explanation regarding the clinical study.

[bookmark: _GoBack] [Additional non-mandatory consent]:
The study sponsor wishes to make additional use of data and/or samples collected during this study for additional studies. The additional use is not part of the present study plan.
Not consenting to this part will not preclude your participation in the study.
8. Samples and/or genetic tests which are not mandatory for this study
8.1) The additional samples that the sponsor wishes to collect during the study, the information collected and collection methods:
Every mention of the words ‘samples’ in this section refers to any liquid (e.g. blood and/or stool), tissue or endoscope films, collected from you in this study.
8.2) The purpose of collecting the samples, the methods and the tests that will be used: Samples of blood, stool and tissue (i.e. biopsy samples collected during an endoscopic test) will be collected for scientific research. These samples may be used to help scientists understand how Guselkumab may work or why treatment with it might cause side effects. These samples may help scientists better understand ulcerative colitis. They may also be used to investigate why people may react differently to treatments, or to develop tests associated with the diagnosis and treatment of ulcerative colitis.
8.3) To whom the coded samples will be given, where and how will they be retained: To protect your privacy, your samples will be labeled with the study number and your participant number. There will be no use of personal identifiers (such as name, initials, ID number). The sponsor plans to keep the samples in a secure manner in the Janssen facility at Spring House, Pennsylvania USA. The samples might be sent to another place at any time
8.4) For how long they will be retained until they are destroyed, what will be done with the data at the end of the period:
Some or all of your samples may be kept and used for up to 20 years from the study approval date by the Ministry of Health. After the end of this period, the samples will be destroyed. You will not be notified of the destruction of your samples. If you decide to withdraw your consent to the use of the samples for future research, you will be asked to notify this before 15 years have passed from the end of the study, because the study doctor/study staff member might destroy medical records that link your name and your code number in the study after 15 years from the end of the study. The coded data and information shall be retained by the Sponsor for a period defined by law (at least 15 years from the end of the study).

9. Use of information for future research 
9.1) The information collected and the collection methods: 
Information will be collected about you regarding the results of the samples you consented to undergo in the previous section. Your information will be collected on paper and/or digitally.
9.2) Who will receive the coded information: Medical and personal information that is collected during the study will be transferred to an external party that will use it to process the data. The information will only be given to an external body when it is coded.
9.3) For how long the information will be retained: The coded data and information shall be retained by the Sponsor for a period defined by law (at least 15 years from the end of the study).

By signing, you agree that these data and/or samples will be used for future studies duly approved. You have the right to withdraw this consent at any time, by notifying the Principal Investigator or his representative, without explaining why. 

The participant: 
Name (first and last): ______________ Signature: _____________ Date: _____________
The explaining Investigator: By signing, I declare that I provided the participant with a verbal explanation of the significance of providing the samples and/or the information in accordance with the content of this form. I believe that the participant has understood what was said, has had sufficient time to read the form and has expressed their consent.
Name (first and last): _____________ Signature: ______________ Date: _____________
(including stamp and license number)
In the event that the study participant does not speak the language used in one of the approved Informed Consent Forms, and it is important that they are included in the study (for the benefit of the participant), and it is not possible to provide a written translation within the required timeframe. In these circumstances, it will be possible to provide an oral interpretation of the Informed Consent Form by an interpreter in the presence of the participant, the impartial witness and the investigator. This Consent Form shall include the signatures of the explaining investigator, the participant, the impartial witness and the interpreter. The investigator shall document the process in the medical record. The investigator shall provide the participant, at the nearest opportunity, with a translation of the Informed Consent Form into a language in which the participant can read. 
An interpreter*: I, the undersigned, confirm that the content of this document and the explanation about the clinical study were verbally communicated to the participant, fully and accurately, in a language understood by the participant.
Name (first and last): ______________ Signature: _____________ Date: ______________
* The interpreter is any person who is able to read the language in which the Informed Consent Form is written, can speak the language spoken by the participant, and is not the impartial witness. 
An impartial witness*: I, the undersigned, was present during the interpretation of the Informed Consent Form and the explanation regarding the clinical study, I confirm that the content of this document was verbally communicated, fully and accurately, to the participant in my presence, I believe that the participant understood the explanation and I heard the participant express their verbal consent to participate in the study.

Name (first and last): ______________ Signature: _____________ Date: ______________
* To be used under the same circumstances that apply for the verbal translation. * The impartial witness is able to read the language in which the Informed Consent Form is written, and can speak the language spoken by the participant. The impartial witness must be present throughout the explanation regarding the clinical study and the receipt of the participant’s consent.

Maintenance study (treatment)
 44 weeks


Treatment phase Drug administration by subcutaneous injection only


Induction
12-24 weeks


Induction study 1 Drug administration by intravenous infusion and subcutaneous injection
12-20 weeks


Induction study 2 Drug administration by intravenous infusion and subcutaneous injection
12-20 weeks


Long-term extension study
116 weeks


Long-term treatment phase of the maintenance study. Drug administration by subcutaneous injection only
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