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Informed Consent to Participate in Research
	BMT CTN 2501 
FRONTIER: Frontline Risk-adapted Optimization of Novel Targeted Immunotherapy Evaluation in High-Risk MCL 
Phase II Multicenter Trial of MB-CART2019.1 (Zamtocabtagene Autoleucel) Therapy as Frontline Consolidation for High-Risk Mantle Cell Lymphoma
NCT# 07569965



Your Name:  	__________________________
Principal Investigator: 	
Insert local PI information 




Sponsor: This study is sponsored by Miltenyi Biomedicine, GmbH (Miltenyi) and the National Institutes of Health (NIH), through the Blood and Marrow Transplant Clinical Trials Network (BMT CTN) 

The ethics of this study have been reviewed and approved by the National Marrow Donor Program Institutional Review Board

Your study doctor or nurse will review this Consent Form with you, including:

· The purpose of the research
· Possible risks and benefits
· Other options available to you
· Your rights if you join the study 
1. Study Overview 

We invite you to join this clinical trial, also known as a research study. We’re doing this study to see if a treatment called CAR T-cell therapy can help people with high-risk mantle cell lymphoma (MCL). We want to learn if this treatment will treat the MCL and help people stay healthier longer. 

CAR T-cell therapy uses your own immune cells, called T-cells, to kill the cancer cells. Normally, T-cells help your body fight infections, but right now your T-cells cannot kill your cancer cells. In this study, we will take some of your T-cells from your blood and change them in a lab so they can find and attack cancer cells. Then, we will put them back into your body through an IV (a tube that goes into your vein). 

The special type of CAR T-cell therapy in this study is called MB CART2019.1. This stands for Miltenyi Biomedicine GmbH’s Chimeric Antigen Receptor T-cell (CAR T-cell) therapy.

You’re being asked to join this study because you have high-risk MCL.

If you join, you’ll:

· Get 2 rounds of cancer treatment first to kill as many cancer cells as possible
· Give blood so your T-cells can be changed in the lab
· Get 3 days of chemotherapy to help your body make space for the changed T-cells to grow.
· Get MB CART2019.1 (your changed T-cells) back through an IV
· Come back for about 16 visits so doctors can check how you’re doing
· Be in the study for up to 1 year after getting the CAR T-cell treatment
Possible Risks
The CAR-T cell treatment may not work. You may also have serious side effects. They can range from mild to severe.  The study team will watch you carefully and will do everything they can to keep you safe and treat any side effects.
Possible Benefits
The treatment might treat your MCL and help you live longer. Doctors may learn how to treat future patients with MCL.
If you do not join the study, you have other treatment options, such as:
· Getting the standard of care treatment for MCL
· Joining a different clinical trial. Talk to your doctor to see if there is a trial you can join.


Key points:
· Being in any research study is your choice.
· You may or may not benefit from being in the study. The knowledge gained from this study may help others.
· You can quit the study at any time, and it will not affect your regular medical care at [name of facility or institution].
· Ask the study staff questions about anything you do not understand, or if you would like more information. You can ask questions now or any time.
· Talk with your doctor, study staff, family and friends before deciding. It is your choice to be in the study. 
· If you decide to join, please sign the end of this Consent Form. You’ll get a copy to keep. No one can force you to join or continue this study.


2. What is the purpose of the study?

We’re doing this study to see if CAR T-cell therapy works as a treatment option for high-risk MCL. We want to know if this treatment can help people stay healthy longer – at least for one year without the cancer getting worse.

MB CART2019.1 has not been approved by the U.S. Food and Drug Administration (FDA) or other regulatory authorities. The FDA monitors this study to make sure it is safe.

This is a phase 2 study, which means researchers are testing how well this new treatment works to treat this disease.


3. What will happen if I join the study?

Before Your Treatment
Before you can start the study, you’ll need to do several health tests to make sure the study is safe for you. These tests are part of your regular care. You would get them even if you decide not to join. The tests include:
· A check of your medical history and a physical exam
· Blood and urine tests
· Tests to see how well your heart and lungs are working
· Tests to measure your lymphoma
· A check of your nervous system (brain and nerves)
· A pregnancy test (if you could be pregnant)
· A short survey about how you’re doing and feeling
You must finish two rounds of regular treatment for your cancer before joining the study. If you don’t finish both rounds – or if you end up needing a third round – you will no longer be eligible to participate in the study. 

During the Study
If you join the study, here’s what will happen: 
1. Collecting your cells
After your 2 rounds of regular cancer treatment, doctors will collect some of your T-cells using a process called apheresis.
· You’ll get an IV (a tube in your vein) in each arm. 
· If your veins are too small, you may need a central line. A central line is a small IV tube placed near your neck. It helps doctors give medicine and collect blood without so many pokes.
· Blood goes out through one tube, a machine picks out the T-cells, and the rest of the blood goes back into your body through the other tube.
· You’ll be connected to the machine for 2 to 4 hours.
2. Changing your cells in the lab 
Your cells are sent to a lab where special genetic material is added using a harmless virus. The genetic material is like a new set of instructions for your T-cells to find and attack your cancer cells.
· The virus, called a lentivirus, has been modified so that it is not likely to grow or give you an infection.
· Instead, the virus acts like a taxi. It carries the genetic material into your T-cells.
· Once the T-cells have the new genetic material, they are called CAR T-cells.
There is a small risk that we will not be able to manufacture enough CAR T- cells. If this happens, your study doctor will discuss with you the possibility of getting the CAR T-cells at a lower dose or undergoing a second apheresis collection and how this might change your participation in the study. 
3. Getting ready for infusion
Before you get the CAR T-cells, you will get chemotherapy (chemo) for 3 days. The chemo drugs are Cyclophosphamide and Fludarabine. Chemo helps your body make space for the CAR T-cells to grow.


4. Getting the CAR T-cells
· Your cells are given back to you through an IV, similar to a blood transfusion. 
· This takes between 5 and 15 minutes.
· You’ll get medicines before the infusion to help prevent allergic reactions or seizures.
If you are unable to receive the fresh infusion of the CAR T cells, you may still be able to receive frozen cells. However, this infusion would be considered “out-of-specification” and your study doctor will discuss how this affects your participation in the study.
5. Follow-up visits 
After the infusion, you will have many follow-up visits with the study team:
· At 1 hour, 2 hours and 6 hours after the infusion
· Every day for the first 7 days after the infusion
· On days 10, 14, 21 and 28 after the infusion 
· Then every 3 months until 1 year after your infusion
You’ll need to stay within 1 hour of the hospital for 14 days after the infusion and within 2 hours of the hospital for the next 14 days (through Day 28) so doctors can quickly help if you have side effects.
6. Additionally, you will be approached to enroll in the separate Long-Term Follow Up study for 14 years (total study participation to equal up to 15 years). If you choose to refuse to be followed long term you will not be eligible to participate.
Surveys
You’ll be asked to take 6 short surveys before the infusion and during the year following your infusion. These surveys ask about:
· Your physical health
· How you’re feeling
· How treatment affects your daily life

Each survey takes between 5 and 15 minutes. You can skip any questions you do not want to answer. 

You will complete a survey in the hospital before treatment, then on days 14 and 28 after your infusion. After you leave the hospital, a Survey Research Group (SRG) will contact you to complete surveys at 3, 6, and 12 months after your infusion.

You can choose to take them:
· Online. The SRG will send you a link to the survey. The link will not have any information that could identify you.
· On paper. The SRG will send you the survey in the mail, with a stamped and addressed envelope to return the survey.
· By phone. The SRG can call you to give you the survey over the phone.

You will get $20 for each survey you complete. 

If you don’t send a survey back, the SRG may call or email you mail you a reminder.

The SRG is a team from the Center for International Blood and Marrow Transplant Research (CIBMTR) who works with the NMDP. They are part of the study team working with your study doctor.

Their contact information is listed below. They will always contact you from these addresses or phone numbers. Team members will always say they are contacting you about this study and are from the Survey Research Group with CIBMTR.

Phone: 1-888-298-6714
Email: FrontierStudySurveys@nmdp.org
Mailing Address: 500 N 5th Street, Minneapolis, MN, 55401-1206

We will share your contact information with the SRG so they can give you study surveys. If your contact information changes (for example, emails to you cannot be delivered), they may ask your study doctor or search online to find your new contact information. They may use an internet-based search service (such as Accurint®) to find you. By joining this study, you give the SRG permission to use a service to try to find you to complete the surveys in this study.

Stopping treatment

We may stop the treatment or end your participation in this study if:
· You have serious side effects 
· You don’t follow study directions
· You no longer meet study requirements  
· You need a medical treatment not allowed in this study
· You become too sick 
· You become pregnant
· The study is stopped for any reason

If you decide to leave this study after taking the study treatment or are asked to leave by your doctor for medical reasons, you’ll need to come back to the doctor’s office for tests for your safety. Even if you leave the study, the information collected from your participation will be included in the study evaluation.	Comment by Janette Moreno: This is from another protocol but thought that something like this might be needed.


Table 1. Treatment plan
	Step
	What happens
	How long it takes

	Apheresis
	Doctors collect some of your cells using a machine.
	Depends on your hospital. Usually, 2-4 hours.

	Lymphodepletion
	You get chemo medicines (Cyclophosphamide and Fludarabine) to help your body get ready for the CAR T-cells.
	3 days

	Infusion
	You get your CAR T-cells (MB‑CART2019.1) back through an IV. 
	About 5-15 minutes




Table 2. Timeline of Study Tests 
	
	Screening
	Pre-Infusion
	Day 0 
(Day of Infusion)
	Days
1-7
	Day
10
	Day 
14
	Day
21
	Day
28
	Month
3
	Month
6
	Month
9
	Month 12

	Blood Tests
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Physical exam
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	ECHO/MUGA and ECG (heart tests)
	X
	
	
	
	
	
	
	
	
	
	
	

	Check how well you can do daily activities
	X
	X
	X
	
	
	
	
	X
	
	
	
	

	Bone Marrow Biopsy/Aspirate
	X
	
	
	
	
	
	
	
	X
	
	
	

	PET-CT or CT
(detailed body scan)
	X
	
	
	
	
	
	
	X
	X
	X
	
	X

	MRI 
(if needed, to scan your brain and spine)
	X
	
	
	
	
	
	
	X
	
	
	
	

	Spinal tap
(if needed))
	X
	
	
	
	
	
	
	X
	
	
	
	

	Assessment of your brain function
	X
	
	
	X
	X
	X
	X
	X
	
	
	
	

	Surveys
	
	X
	
	
	
	X
	
	X
	X
	X
	
	X



Seeing your Research Results

Your doctor may not share your research results with you. But if the results show that you need a new or different treatment, your doctor will tell you. If you want to see certain results, you can ask your doctor. 

Timeline and Participants
You will be in the study for about one (1) year. This study will take about 3 years to complete and will include 52 people.
4. What are the benefits? 
 
Being in this study may or may not help your health. The treatment could help your cancer get better. Even if it doesn’t help you, what we learn may help other people with mantle cell lymphoma (MCL) in the future. 
5. What are my potential harms or side effects?
 
Possible Risks
You may have side effects while you are in the study. Side effects can be mild (like an upset stomach) or more serious. Some go away quickly, but some can last a long time and may never go away. Your health care team may give you medicine to help with certain side effects. The following are possible risks you may encounter if you decide to join this study. 
Risks of Medicines
Table 3. What it means for a side effect to be “likely”, “less likely” and “rare, but serious”
	Unlikely
	Happens in 10 out of every 100 patients.

	Rare
	Happens in 1-2 out of every 100 patients.

	Very Rare, but Serious
	Happens in less than 1 out of every 100 patients.



Risks associated with Fludarabine (Fludara®)
	Unlikely
(10 in every 100 patients)
	Rare
(1-2 in every 100 patients)
	Very rare, but serious
(less than 1 in every 100 patients)

	· Decreased white blood cell count with risk of infection
· Decreased platelet count with increased risk of bleeding
· Anemia (low red blood cell count)
· Tiredness 
· Nausea (feeling sick to your stomach)
· Vomiting
	· Diarrhea (loose stools)
· Numbness and tingling in hands and/or feet related to irritation of nerves of the hand and/or feet
· Changes in vision 
	· Pneumonia (a serious disease that affects your lungs and makes it difficult for you to breathe)
· Agitation or nervousness
· Confusion
· Cough
· Difficulty breathing
· Weakness
· Severe brain injury and death 







Risks associated with Cyclophosphamide (Cytoxan®)
	Unlikely
(10 in every 100 patients)
	Rare
(1-2 in every 100 patients)
	Very rare, but serious
(less than 1 in every 100 patients)

	· Lower white blood cell count with increased risk of infection
· Diarrhea (loose stools)
· Vomiting (throwing up)
· Liver damage
· Lower sperm production in men
· Hair loss
· Nausea (feeling sick to your stomach)
· Loss of appetite
· Missing or stopping menstrual cycle in women
· Infertility	
	· Bleeding from the bladder*
· Sore in mouth or on lips
· Blood in urine
· Decreased energy/tiredness, fatigue
· Lower platelet count (mild) with increased risk of bleeding
· Darkening of nail beds
· Fetal damage if pregnancy occurs while taking Cyclophosphamide
	· Lung fibrosis (scarring) with cough and shortness of breath
· Heart failure with high doses
· Decrease in sodium level in the blood with high doses
· Secondary cancers 



*Bladder Risks
Cyclophosphamide can cause bleeding in your bladder. Getting more fluid through a vein or your catheter and drinking extra liquids may prevent this. A drug called Mesna is given to prevent damage to the bladder and the bladder may be irrigated (washed out) with a salt-water solution.

Unknown Risks Associated with Fludarabine and Cyclophosphamide	Comment by Christine Borchert: Add similar for fludarabine
It is not known whether the use of fludarabine or cyclophosphamide will cause additional side effects or problems with your health in the future.

Risks from Treatment with MB-CART2019.1
MB-CART2019.1 is newer, so doctors are still learning about it. Many side effects are mild or moderate. But some side effects can be life-threatening and may require extra medical care, more tests, or a stay in the intensive care unit (ICU). Most side effects resolve soon after treatment is completed, but some may last for a long time.

	Rare
(Seen in 1-2 in every 100 patients who got MB-CART2019.1)
	Rare and theoretical 
(Rare, but seen in other cancer treatments or CAR-T therapies)

	· Cytokine Release Syndrome (CRS), see below**:
· Brain or nerve problems, which can be reversible and may cause:
· Agitation
· Behavior changes
· Confusion
· Dizziness
· Headache
· Hallucinations
· Trouble thinking or speaking
· Trouble writing
· Extreme tiredness
· IEC-HS, a syndrome which causes your immune system to become overactive which results in severe inflammation and potential organ damage
· Heart and blood problems, which can cause:
· Low antibodies or low white blood cells, which can cause more infections and slower healing
· Low red blood cells, which can cause tiredness or you may need blood transfusions
· Low platelets which can cause bruising, bleeding
· Low blood pressure
· Low oxygen levels in the blood
· Fast or uneven heartbeat
· Blood clots
· Abnormal blood tests
· Fever with low infection-fighting blood cells (febrile neutropenia)
· Bacterial, viral, or fungal origin infections, including pneumonia (a serious lung infection)
· Body pain
· Nausea, vomiting, diarrhea, stomach pain
· Low appetite or changes in taste
· Fever, chills or sweating
· Liver or kidney problems
	· Immediate, sometimes serious, allergic reactions
· Low or no B-cells (B-cell aplasia), which can cause more infections
· Tumor lysis syndrome, which may cause kidney failure, seizures, abnormal heartbeat, or a heart attack
· Another cancer
· Tumor swelling which can cause damage to nearby organs or death
· Serious blood-clotting problems which can cause death
· Seizures
· The virus used to change the T-cells could grow (called Replication Competent Lentivirus or RCL)
· The virus may appear in body fluids, which can spread to others
· False-positive HIV tests in the future (you do not have HIV)



**Risk of Cytokine Release Syndrome (CRS): Symptoms usually occur within two weeks after CAR T-cell infusion and resolve within a week. Symptoms include: 
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· Fever and/or chills
· Low blood pressure
· Rapid heartbeat
· Difficulty breathing
· Nausea
· Vomiting
· Diarrhea
· Decreased appetite
· Kidney or liver damage
· Rash
· Muscle or joint pain 
· Extreme tiredness. 


These symptoms can be mild to severe and even life-threatening. For most subjects, the condition is mild enough that it can be managed with standard supportive therapies. 
You should measure your body temperature for several weeks after discharge from the hospital and inform your study doctor immediately if you have an increased body temperature or other symptoms that may indicate CRS.
Risks of Apheresis (cells collected from your blood)
The risks of apheresis include:
· 
· A hole could be poked in your lung
· Blood flow could be blocked in your vessels or heart by an air bubble
· Bleeding
· Infection
· Low blood cell counts
· High or low blood pressure


After the apheresis procedure, you may experience temporary discomfort, including irritation, swelling, pain or bruising at the place where the needles were inserted into your veins to collect and return the blood. Apheresis can also occasionally cause nausea, vomiting, fainting, seizures, blood loss, infection, skin rash, flushing, hives, numbness and tingling, or swelling of your feet or ankles. Pain can usually be managed with pain medication.
Other Treatments or Medicines
Some medicines react with each other. It’s important to tell the study doctor about all treatments and medicines you take. This includes:
· 
· Prescriptions
· Over-the-counter medicines
· Vitamins
· Herbal or natural products 

Also tell the study staff if you start, stop or change any medicines while you’re in the study.
Pregnancy-Related Risks for Men and Women
We do not know whether this study treatment or chemotherapy might hurt an unborn child. The study treatments have not been proven to be safe at any stage of pregnancy. You cannot participate in this research study if you are pregnant or nursing a baby. Doctors don’t know all the possible risks to your baby if you become pregnant or if you father a child during the study. 
Tell your doctor right away if you or your partner becomes pregnant during the study. Your doctor will talk with you about the risks to your unborn child and your options. If you become pregnant, you will receive no further study treatment, but we would like to continue to watch your health and your baby’s health closely.
If you or your partner could get pregnant, you must use birth control for 1 year after getting the MB-CART2019.1 CAR-T infusion. 
Effective birth control is defined as one of the following:
· Not having vaginal sex
· Using birth control pills or patch
· Using injectable birth control (for example, Depo-Provera or Nexplanon)
· Having tubal sterilization (“tied tubes”) or a vasectomy
· Getting an IUD (intrauterine device)
· Using a diaphragm with contraceptive jelly 
· Using condoms with contraceptive foam 

The total length of time to prevent pregnancy after MB-CART2019.1 treatment is not known. Therefore, any decision regarding pregnancy and contraception after MB-CART2019.1 infusion should be discussed with the study doctor.  
Surveys
There are very few risks with taking the study surveys. Someone could find out which answers are yours. The study team will do everything they can to keep your answers confidential. 
Some of the questions or topics may upset you. If this happens, your doctor can connect you with a counselor or trained support specialist, if needed.
Your doctor will not see your answers. The answers will not be shared with anyone until after the study is done. Information shared will not identify you.  
Unforeseen Risks 
Other new risks might appear at any time during the study. These risks might be different from what is listed in this Consent Form. There may be some unknown or unexpected side effects from this treatment. The study team will do everything they can to keep you safe and lower your risk of side effects.
For more information about risks and side effects, ask your study doctor.
6. What are my costs? Will I be paid?
Payments
You will not be paid for joining this study. You will not be paid or reimbursed for any extra expenses (such as travel or meals) from your participation in this study.
A new drug or product may be developed from this study. Miltenyi or others will not pay you if a commercial product is developed from blood or tissue taken from you during this study. 
You will receive pre-paid gift cards valued at $20 when you complete the surveys at each timepoint (a total of up to $120 if all surveys are completed). This survey compensation may be taxable. No other payment will be provided for participating in this study.

Costs	Comment by Christine Borchert: Is this a thing?	Comment by Christine Borchert: NMDP Clinical Trials Search and Support financial assistance program helps qualified patients to pay for things like:  
Air travel: for you and your companion  
Ground transportation: gas, parking, and public transit (bus/train/cab/etc.) 
Accommodations: hotel, temporary housing, and incidentals 
Your medical team must complete and submit the application on your behalf. If you have any questions, email patientgrants@nmdp.org or contact one of our Clinical Trials Navigators at 1 (888) 814-8610.  
For more information on clinical trials and insurance coverage, visit the National Cancer Institute’s Website at cancer.gov/ClinicalTrials/LearningAbout.  
Most of the visits for this study are standard medical care for patients with MCL. They will be billed to your health insurance company. You and/or your health insurance company will need to pay for some or all of the costs of standard medical treatment in this study.  
Some health insurance plans will not pay for costs of care when you take part in a research study. Check with your health plan or insurance company to find out if they will pay.
You or your health insurance company will not be charged for extra tests or research costs for this study. The study will cover the:

· MB-CART2019.1 (production and infusion/administration)
· Research blood draws
· Study specific apheresis procedure 

NMDP Clinical Trials Search and Support financial assistance program helps qualified patients to pay for things like:  
· Air travel: for you and your companion  
· Ground transportation: gas, parking, and public transit (bus/train/cab/etc.) 
· Accommodations: hotel, temporary housing, and incidentals 

Your medical team must complete and submit the application on your behalf. If you have any questions, email patientgrants@nmdp.org or contact one of our Clinical Trials Navigators at 1 (888) 814-8610.  

For more information on clinical trials and insurance coverage, visit the National Cancer Institute’s Website at cancer.gov/ClinicalTrials/LearningAbout.  

For questions about your costs, financial responsibilities, and/or health insurance coverage for this study, please contact [Center/ Financial Counselor] at: [Number].

7.  What if I am injured because of this study? 
Tell your study doctor or staff if you think you’ve been hurt because of being in this study.  
You’ll get medical treatment if you’re hurt as a result of this study. The study sponsor, Miltenyi Biotec, will reimburse for reasonable and necessary costs of diagnosis and treatment of a side effect, illness, or injury caused by the MB-CART2019.1 or any procedure done according to the Protocol.
In case of injury resulting from this study, you don’t lose any of your legal rights to seek payment by signing this form.
8. What if I don’t want to join this study? Can I leave once I’ve joined?
Being in this study is your choice. Every treatment option has benefits and risks. Talk with your doctor about your options before you decide to join this study.
You can choose not to join this study. If you join, you can leave at any time. It will not affect your regular medical care in any way. Your study doctor will talk with you about other options. 
If at any time you are thinking about leaving the study, talk to your study doctor about your health and safety.
You may also be told to leave the study for reasons such as:
· You no longer meet the study requirements.  
· You need a medical treatment not allowed in this study.
· The study doctor decides that it would be harmful to you to stay in the study.
· You become pregnant.
· You do not follow the study rules, like going to appointments or taking study drugs as directed.
· The study is stopped for any reason. If this happens, your doctor will talk with you about other options.
Even if you leave the study, we include what we learned from your participation in the study evaluation. We do not include any information that could identify you. If you don’t want your information to be used, you must let your study doctor know. 
You must tell [insert name of Principal Investigator] if you decide to leave the study.   
If you join this study, you cannot be in another clinical trial at the same time.
9. Will I get new information during the study?
During this study, the study doctors may learn new information about the MB-CART2019.1 or the risks and benefits of taking part in the study. If they learn new information, they’ll tell you as soon as it’s available. 
The new information may mean that you can no longer participate in the study, or you may not want to continue. If this happens, the study doctor will stop your participation and offer you all available care to meet your health care needs.

10. Where can I go with questions?
You have the right to ask questions about the study at any time. If you have questions about the study, please contact: 
[Insert contact details for Principal Investigator or study team]
If you have questions about or want to stop doing study surveys, contact: 
Survey Research Group 
Call: 1-888-298-6714 
Email: FrontierStudySurveys@nmdp.org
If you want to talk with someone not directly involved in the study, or have any complaints or questions about your rights as a research participant, you may contact:
NMDP Institutional Review Board Administrator at: 1 (800) 526-7809
If you want to talk to someone outside this study about general concerns or questions please contact: 
NMDP Patient Support Center 
Call or text: 1 (888) 999-6743 
Email: patientinfo@nmdp.org 
11. How will my privacy be protected? 
Your privacy is very important to us. Everyone with access to your medical information will do everything they can to protect it. The study doctors can protect your records if there is a court case. However, some of your medical information may be shared if required by law. If this happens, the study doctors will do their best to make sure that any information shared will not identify you.
We cannot promise total privacy.
To make sure the study is running ethically, some government agencies or other groups may need to access part of your medical records. For this study, those groups include:
1. /Institution/
2. The Center for International Blood and Marrow Transplant Research (CIBMTR)
3. The NMDP
4. NMDP Institutional Review Board (IRB)
5. The Food and Drug Administration (FDA)
6. Office of Human Research Protection (OHRP)
7. The National Institutes of Health (NIH), which include the National Heart, Lung, and Blood Institute (NHLBI) and the National Cancer Institute (NCI)
8. Data and Coordinating Center of the Blood and Marrow Transplant Clinical Trials Network (BMT CTN) 
9. Miltenyi Biomedicine
10. Data and Safety Monitoring Board (DSMB), not part of /Institution/
11. Study investigators

If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. 
Study information may also be used for research in the future. These projects could be related to your disease or similar diseases, or development of the study drug. 
We might use information from this study to get approval from the government, like the Food and Drug Administration (FDA).
Private information, blood, or tissue taken during the study may be used for future research. Your name will not be attached in any way. Results of the research will not be given to you. To learn more, see Blood Samples for Future Research. 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov/, as required by U.S. Law. It 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.
You will not be able to access your study results before the study is done. This helps keep the study results accurate and trustworthy. 
When the study is complete, you can ask your study doctor for your health information from the study. By signing this Consent Form, you agree to ask for your results only after the study is done. You can still access your regular medical records.
Data about your health, including follow up after 1 year, may be obtained by the BMT CTN from the CIBMTR, which captures information on all US transplants.
12. Samples for Future Research (Optional)
When you join this study, you can choose to give blood, bone marrow, and/or cerebral spinal fluid for future research studies. You can still be in the main study even if you choose not to give optional samples. 
Researchers want to learn about MCL and other health problems to find better treatments. This research could help people in the future.
If you agree to provide optional samples, here is what will happen:

· Blood, bone marrow, cerebral spinal fluid and/or apheresis collection samples will be collected at 5 time points: during screening and at days 28, 90, 180, and 365 post-CAR-T cell infusions. Approximately 19 ml of blood (about 4 teaspoons) will be drawn at each timepoint for a total of 95 mL blood (about 20 tablespoons) over the course of the study.  Approximately 5 mL (about 1 teaspoon) of bone marrow will be drawn at screening and at day 90 post-infusion.  Approximately 2-3 mL (less than 1 teaspoon) of cerebral spinal fluid will be drawn at screening and day 28 post-infusion.  Approximately 3mL of cells from the apheresis procedure may also be collected during screening.

· Your samples will not be attached to you or your name in any way (deidentified). Results of the research done with this sample will not be given to you.
· The samples will be sent to the BMT CTN Repository for processing and initial storage.
· Your samples may be stored in a repository designated by the BMT CTN and may be used for approved research studies by investigators in the broader scientific community. A repository is a place that protects, stores, and sends out samples for approved research studies. These deidentified samples will remain in a repository even if you withdraw consent.
· Your name will be removed from the research sample and given a bar code. This bar code helps link your sample to de-identified data and other samples collected on this study by the Data and Coordinating Center for the Blood and Marrow Transplant Clinical Trials Network (BMT CTN DCC). Only the research team at your hospital will be able to link you to the research sample.
· Samples will be stored until they are used up or until it is determined that they are not likely to be used in future research, at which time they will be destroyed.
Genome-Wide Association (GWA) Studies
Your cells have genetic information, called DNA. DNA from your samples might be used in future research. This research is called genome-wide association (GWA) studies. GWA studies help scientists understand why some people get certain diseases. 
If your DNA is used in a GWA study, the results go into a public research database. This database is called the NIH Genotype and Phenotype Database. It is managed by the National Center for Biotechnology Information (NCBI). 
This database will never have any information that would identify you, or link you to your information or research samples.
This database will not have any information that can identify you. However, because your DNA is unique, there is a small chance that someone could trace it back to you. Researchers must protect your privacy.
A law called the Genetic Information Nondiscrimination Act (GINA) makes it illegal for health insurance companies, group health plans, and employers of 15 or more employees to discriminate against you based on your genetic information. This means that they cannot use your genetic information to make decisions about your health insurance. However, this law does not protect you from discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.
How will my samples be used? Will I see results?
In the future, people who do research with these samples may also request more reports about your health. They will not get your name, address, phone number, or any other information that will identify you.
Reports about any research done with your samples will not be given to you or your doctor. These reports will not be put in your health record. The research will not affect your care. 
Your samples will be used only for research and will not be sold. The research done may help to develop new products in the future. You will not get paid for any samples or for any products that may be developed.
Can I change my mind?
If you decide now to give samples, you can change your mind at any time. Please contact your study doctor in writing and let them know that you would like us to remove your samples from storage. Their mailing address is on the first page of this form. Any unused samples will be destroyed. However, samples and information that have already been shared with other researchers cannot be taken back or destroyed.

BMT CTN 2501: Phase II Multicenter Trial of MB-CART2019.1 (Zamtocabtagene Autoleucel) Therapy as Frontline Consolidation for High-Risk Mantle Cell Lymphoma
My signature on this form means I agree to join this study. It means that: 
· I have read and understood this Consent Form. The purpose and description of the research study have been explained to me.
· I have had the chance to ask questions and understand the answers I have been given. I understand that I may ask questions at any time during the study.
· I freely agree to be in the study.
· I have had the chance to talk about being in this research study with a family member or friend.
· I understand that…
· I may not directly benefit from taking part in the study.
· My name and personal information will not be identified even if study results are published.
· I can leave this study at any time. Leaving will not affect my current care or prevent me from getting future treatment.
· I will be given a copy of this signed consent form.
· I do not give up any legal rights by signing this form.


												
Participant Signature 							Date (MM/DD/YYYY)

									
Printed Participant Name				




Legally Authorized Representative (if applicable)


__________________________________________             _____________________
Legally Authorized Representative Signature 		Date (MM/DD/YYYY)


__________________________________________
Legally Authorized Representative Name


__________________________________________
Relationship of Legally Authorized Representative to Participant




Certification of Healthcare Professional Obtaining Consent
I certify that the nature and purpose, the potential benefits, and possible risks associated with participation in this research study have been explained to the above individual and that any questions about this information have been answered.

													
Healthcare Professional Signature					Date (DD/MM/YYYY)	

									
Printed Healthcare Professional Name			

Consent for Give Samples for Future Research (Optional) 

The purpose of storing samples, the procedures involved, and the risks and benefits have been explained to me. I have asked all the questions I have at this time and I have been told whom to contact if I have more questions. I have been told that I will be given a signed copy of this consent form to keep. I understand that I do not have to allow the use of my blood, bone marrow, cerebral spinal fluid, apheresis collection samples for research. If I decide not to let you store research samples now or in the future, it will not affect my medical care in any way. 
I voluntarily agree that blood, bone marrow, cerebral spinal fluid, and/or apheresis collection samples may be collected and that my related information can be stored indefinitely by the BMT CTN Repository for future research.
Blood samples:
· I agree to allow my blood to be used for future research.

· I do not agree to allow my blood to be used for future research.


Bone marrow samples:
· I agree to allow my bone marrow to be used for future research.

· I do not agree to allow my bone marrow to be used for future research.


Cerebral spinal fluid samples:
· I agree to allow my cerebral spinal fluid to be used for future research.

· I do not agree to allow my cerebral spinal fluid to be used for future research


Apheresis collection sample:
· I agree to allow my apheresis collection to be used for future research.

· I do not agree to allow my apheresis collection to be used for future research









												
Participant Signature							Date (MM/DD/YYYY)


								
Printed Participant Name	
		
Legally Authorized Representative (if applicable)



_________________________________________             _____________________
Legally Authorized Representative Signature 		Date (MM/DD/YYYY)


__________________________________________
Legally Authorized Representative Name


__________________________________________
Relationship of Legally Authorized Representative to Participant




Use of an Interpreter: Complete if the subject is not fluent in English, an interpreter was used to obtain consent, and IRB approves a non-English short form to be used:
Interpreter Signature: 	
Printed Interpreter Name: 	


Date (DD/MM/YYYY): 	


An oral translation of this document was administered to the subject in ____________________ (state language) by an individual proficient in English and _________________ (state language). See the attached short form for documentation.


Use of a Witness: Complete if the subject is unable to read and/or write but can otherwise communicate and/or comprehend English (e.g. blind, physically unable to write, etc.) or when an interpreter was used but is not physically present (e.g. a language line is used):

Declaration of witness:
By signing below, I confirm I was present for the entire consent process. The method used for communication with the subject was

 _____________________________________________.

	

Witness Signature: 	

Printed Witness Name: 	

Date (DD/MM/YYYY): 	

