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NCI Informed Consent Template for Cancer Treatment Trials

(English Language)

*NOTES FOR LOCAL INVESTIGATORS: [NOTE: Retain this section and asterisk item below for NCCTG model consents]
The goal of the informed consent process is to provide people with sufficient information for making informed choices.   The informed consent form provides a summary of the clinical study and the individual's rights as a research participant.  It serves as a starting point for the necessary exchange of information between the investigator and potential research participant.  This template for the informed consent form is only one part of the larger process of informed consent. For more information about informed consent, review the "Recommendations for the Development of Informed Consent Documents for Cancer Clinical Trials" prepared by the Comprehensive Working Group on Informed Consent in Cancer Clinical Trials for the National Cancer Institute.  The Web site address for this document is http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/
A blank line, __________, indicates that the local investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 
Suggestion for Local Investigators:  An NCI pamphlet explaining clinical trials is available for your patients.  The pamphlet is entitled: "If You Have Cancer…What You Should Know about Clinical Trials".  This pamphlet may be ordered on the NCI Web site at https://cissecure.nci.nih.gov/ncipubs/ or call 1-800-4-CANCER (1-800-422-6237) to request a free copy. 
Optional feature for Local Investigators: Reference and attach drug sheets, pharmaceutical information for the public, or other material on risks.  Check with your local IRB regarding review of additional materials.
*These notes for {authors and} investigators are instructional and should not be included in the informed consent form given to the prospective research participant. 

Phase I/II Trial of Rituximab, Cladribine, and Temsirolimus (RCT) Therapy in Newly Diagnosed Mantle Cell Lymphoma (MCL).
(Phase II Consent Form)

This is an important form.  Please read it carefully.  It tells you what you need to know about this research study.  If you agree to take part in this study, you need to sign this form.  Your signature means that you have been told about the study and what the risks are.  Your signature on this form also means that you want to take part in this study.

This is a clinical trial, a type of research study.  Your study doctor will explain the clinical trial to you.   Clinical trials include only people who choose to take part.  Please take your time to make your decision about taking part.  You may discuss your decision with your friends and family.  You can also discuss it with your health care team.  If you have any questions, you can ask your study doctor for more explanation. 
You are being asked to take part in this research study because you have newly diagnosed mantle cell lymphoma (MCL).  MCL is a cancer which is generally thought to not be curable by standard therapies.  Treatments used include combinations of chemotherapy, antibody therapy, and aggressive chemotherapy with stem cell transplant.
Why is this research study being done?
The purpose of this research study is to:

· Determine what effects, good and/or bad, this combination has on you and your lymphoma.
· Additional research testing will be done as part of this study to better understand what effects the study drugs have on your body as well as seeing if minor differences in your genes change your cancer’s response to the treatment.
Side effects from the combination of rituximab, cladribine, and temsirolimus will be closely monitored.  The use of this combination in this study is considered investigational.
How many people will take part in the research study?

About 44 people will take part in the second part of this study.  About 74 people will take part in this study overall (Phase I and Phase II combined).  

What will happen if I take part in this research study?

Before you begin the study … 

You will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures are part of regular cancer care and may be done even if you do not join the study.  If you have had some of them recently, they may not need to be repeated.  This will be up to your study doctor.
Before entering study:

	( 28 days before entering study
	· Routine blood tests

· CT scans

· Bone marrow biopsy

· PET Scan (if clinically indicated)

· Mandatory tumor biopsy - tumor tissue collected previously during a biopsy (or surgery) will be reviewed to confirm the results of your local laboratory review.  
· Mandatory research tissue – The tumor biopsy tissue (listed above) will also be used for mandatory research tests, no additional biopsies will be done for the research tests.



	( 14 days before entering study
	· Doctor’s appointment for history and examination

· Routine blood tests

· Mandatory research blood draw, about 2 tablespoons of blood will be drawn after pre-registration, but prior to starting study treatment.
· If it is not known if you have hepatitis B you will need to have a blood test done.  If your hepatitis B test result is positive, you may not be able to take part in the study.  The test result will also be put in your medical record.

	( 7 days before entering study
	· Pregnancy test (if applicable)


During the study…

If the exams, tests and procedures show that you can be in the study, and you choose to take part, then you will need the following tests and procedures which are part of regular cancer care.  
During the study you will be given the following combination of study drugs: rituximab, cladribine and temsirolimus. 
You will receive rituximab, cladribine and temsirolimus at various time points during a 28 day period. This period of time is called a cycle.  You will receive 2-6 cycles of therapy, depending on the response of your lymphoma to the treatment.  Each cycle is numbered in order.  The chart below shows what will happen to you during each cycle as explained previously.  The left-hand column shows the day in the cycle and the right-hand column tells you what to do on that day. Prior to each rituximab treatment you will be given acetaminophen by mouth and diphenhydramine either by mouth or through your vein. Prior to each temsirolimus dose you will be given diphenhydramine either by mouth or through your vein.  

You should not drink grapefruit juice or eat grapefruit while you are enrolled in the study, because there may be possible drug interactions.  Temsirolimus could interact with other medicines.  Please provide your doctor or nurse with a list of all your medications to check for any potential interactions.

Study treatment summary

	Day
	What you need to do

	Before receiving chemotherapy at the start of each cycle
	· Doctor’s appointment for history and examination

· Routine blood tests

	Day 1 each cycle
	· Acetaminophen will be given prior to each rituximab dose.

· Diphenhydramine will be given prior to each rituximab or temsirolimus dose.

· One dose of rituximab will be given into a vein over several hours as fast as tolerated
· One dose of temsirolimus will be given into a vein over 30 minutes.

	Days 1-5 each cycle
	· One dose of cladribine will be given into a vein over 2 hours each day for 5 days in a row

	Days 6-15 each cycle
	· Filgrastim under the skin daily-Days 6-15 OR pegfilgrastim injected under the skin on Day 6.  These drugs may be given on 

Day 7 or 8 if there is a weekend or holiday on Day 6.

	Days 8, 15 & 22 each cycle
	· On these days you may or may not receive diphenhydramine and a dose of temsirolimus.  This will depend on which dose level of temsirolimus you are assigned to.

· Routine blood tests will be done before each dose of temsirolimus.

	Day 15 each cycle 
	· Routine blood tests

	Day 28
	· End of current cycle

	After cycles 2, 4 and 6
	· Doctor’s appointment for history and examination

· Routine blood tests 

· Repeat CT or PET scans and/or bone marrow biopsy if test showed lymphoma when last done
· Mandatory research blood draw (after cycle 2 only).  Approximately 2 tablespoons of blood will be drawn.


When I am finished taking the study drugs….
You will be asked to take study drugs for 2-6 months depending on how your cancer responds to the study drugs.  
How long will I be in the research study?
After you are finished taking study drugs the study doctor will ask you to visit the office for follow-up exams according to the table below:
	First and second year after treatment
	· Doctor’s appointment for history and examination, blood tests (may include research tests), and CT scans every 3 months 

	Third year after treatment
	· Doctor’s appointment for history and examination, blood tests (may include research tests), and CT scans every 4 months


You will be followed for a maximum of 5 years. 

Can I stop being in the research study?

Yes.  You can decide to stop at any time.  Tell the study doctor if you are thinking about stopping or decide to stop.  He or she will tell you how to stop safely. 

It is important to tell the study doctor if you are thinking about stopping so any risks from the study drugs can be evaluated by your doctor.  Another reason to tell your doctor that you are thinking about stopping is to discuss what followup care and testing could be most helpful for you.  The study doctor may stop you from taking part in this study at any time if he/she believes it is in your best interest; if you do not follow the study rules; or if the study is stopped.

What side effects or risks can I expect from being in the research study?

You may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  However, doctors don’t know all the side effects that may happen.  Side effects may be mild or very serious.  Your health care team may give you medicines to help lessen side effects.  Many side effects go away soon after you stop taking the study drugs.  In some cases, side effects can be serious, long lasting, or may never go away.  There may be a risk of death.

You should talk to your study doctor about any side effects that you have while taking part in the study.  
Cladribine is a powerful drug that affects both normal and cancer cells.  Risks and side effects related to the cladribine include those which are:

Likely risks of cladribine (events occurring greater than 10% of the time)
· Low number of white blood cells (infection fighting cells), which could put you at risk for infection (neutropenia)
· Decrease in red blood cells (oxygen carrying cells) which could make you feel tired (anemia)

· Low number of a particular white blood cell, which is important to the immune system and may be long term (lymphopenia)

· Infection

· Fever, particularly when white blood counts are low (neutropenic fever)

· Headache

· Tiredness (fatigue)

· Feeling sick to your stomach (nausea)

· Skin rash

· Reduced number of bone marrow cells and may be long term (hypocellular bone marrow)
· Abnormal breathing sounds

· Decreased production within the bone marrow that causes decreased production of red cells, white cells, or platelets (myelosuppression)

· Decreased number of blood cells (platelets) that help to clot the blood, which could put you at increased risk of bleeding (thrombocytopenia)

· Redness at the site of the intravenous line (injection site reaction)

· Throwing up (vomiting)

· Poor appetite, not feeling hungry (anorexia)

Less likely risks of cladribine (events occurring 1-10% of the time)
· Serious infection with risk of death

· A painful, blistery red rash that is confined to one side of the body, similar to chicken pox (herpes zoster or shingles)

· Chills (rigors)

· Sweats

· Body aches

· Weakness (asthenia)

· Feeling unwell (malaise)

· Loose stool (diarrhea)

· Difficulty passing stool (constipation)

· Belly (abdominal) pain 

· Bruising

· Small purple dots on the skin (petechiae)

· Nose bleed (epistaxis)

· Sensation of lightheadedness or vertigo (spinning sensation) (dizziness)

· Difficulty falling or staying asleep (insomnia)

· Swelling in your arms or legs (edema)

· Rapid heartbeat (tachycardia)

· Cough

· Shortness of breath or difficulty breathing (dyspnea)

· Itching sensation (pruritus)

· Pain

· Redness of the skin (erythema)

· Muscle pain (myalgia)

· Joint pain (arthralgia)

· Blood clot (thrombosis)

· Inflammation of the veins (phlebitis)

· Abnormal chest sounds


Rare but serious risks of cladribine (events occurring less than 1% of the time)
· Kidney damage, when used at higher doses; may be long term.  Not reported at standard doses (renal failure).

· Brain, spinal cord and nerve damage, when used at higher doses; may be long term.  Rarely seen after standard doses (demyelinating disease, axonal peripheral polyneuropathy, paraparesis, and quadriplegia).

· Involuntary changes in body movement or function, sensation, awareness, or behavior, when used at higher doses (seizures).

· A complication that may occur if the cancer cells die too quickly that includes inappropriate increase or decrease of various natural chemicals in the blood stream (uric acid, phosphorus, potassium, creatinine, and calcium) which can result in kidney failure and may harm muscle or nerve function (tumor lysis syndrome).

· Abnormal blood counts from bone marrow damage long after cladribine use which may be long term (myelodysplasia).

· Cancer of the bone marrow (leukemia)

· Anemia from red blood cell destruction (hemolytic anemia)

· Anemia in which the bone marrow fails to produce adequate numbers of peripheral blood elements (aplastic anemia)

· Hives (urticaria)

· Severe rash which causes blistering and peeling of the skin (Stevens-Johnson syndrome and toxic epidermal necrolysis).

· Bilirubin increase (hyperbilirubinemia)

· A disease characterized by a marked increase in the white blood cell count (hypereosinophilia)

· Reduced red blood cells (can make you feel tired), white blood cells (can put you at risk for infection), and platelets (can put you at risk for bleeding) (pancytopenia)

· Infection of the lungs (pneumonia)

· Changes in lungs seen on chest x-ray showing abnormal shadows, resembling pneumonia (pulmonary interstitial infiltrates)

· Increase in blood level of liver enzymes (ALT/AST)
· Increased risk of unusual infections due to lowered immunity (opportunistic infections)

Risks and side effects related to the rituximab include those which are:


Likely:
· Chills

· Fever

· Reaction that can occur during or following infusion of the drug.  The reaction may include fever, chills, rash, low blood pressure, and difficulty breathing.

· Decreased number of a type of white blood cell (lymphocyte)

Less Likely:

· Lack of enough red blood cells (anemia)

· Thickening of blood/serum as found in Waldenstrom's macroglobulinemia (a cancer of certain blood cells)
· Fever associated with dangerously low levels of a type of white blood cell (neutrophils)

· Heart attack caused by a blockage of a blood vessel supplying part of the heart

· Fast heartbeat; regular rhythm

· Fast heartbeat usually originating in an area located above the ventricles

· Belly pain

· Diarrhea

· Nausea or the urge to vomit

· Vomiting

· Swelling of the arms and/or legs

· Fatigue or tiredness

· Pain

· Allergic reaction by your body to the drug product that can occur immediately or may be delayed.  The reaction may include hives, low blood pressure, wheezing, swelling of the throat, and difficulty breathing.

· Allergic reaction to certain medications, injected proteins, or antisera (blood product) used to treat certain medical conditions (such as an infectious or poisonous substance)

· Infection

· Awakening of viruses which have been latent/dormant
· Infection in HIV positive patients

· Decreased number of a type of white blood cell (neutrophil/granulocyte)

· Decreased number of a type of blood cell that help to clot blood (platelet)

· Decrease in the total number of white blood cells (leukocytes)

· Increased blood sugar level

· Decreased blood level of calcium

· Decreased blood level of potassium 

· Joint pain

· Back pain

· Muscle pain

· Pain in the area of the tumor

· Dizziness (or sensation of lightheadedness, unsteadiness, or giddiness)

· Headache or head pain

· Abnormal drowsiness or sluggishness, an unusual lack of energy

· Convulsion or seizure

· Sudden or traumatic injury to the kidney

· Stuffy or runny nose, sneezing

· Sudden constriction of the small airways of the lung that can cause wheezing and shortness of breath

· Cough

· Shortness of breath

· Decrease in the oxygen supply to a tissue

· Inflammation of the lungs that may cause difficulty breathing and can be life-threatening

· Sore throat

· Excess sweating

· Itching

· Skin rash with the presence of macules (flat discolored area) and papules (raised bump)

· Swelling of body tissue underneath the skin

· Hives

· Sudden reddening of the face and/or neck

· High blood pressure

· Low blood pressure


Rare but Serious:

· Serious, life-threatening allergic reaction requiring immediate medical treatment by your doctor.  The reaction may include extremely low blood pressure, swelling of the throat, difficulty breathing, and loss of consciousness.

· Group of signs and symptoms due to rapid breakdown of tumor that can occur after treatment of cancer has started that causes increased levels of blood potassium, uric acid, and phosphate, decreased levels of blood calcium, and kidney failure

· Disease affecting brain tissue, caused by the JC virus 
· Severe potentially life-threatening damage to the lungs which can lead to fluid in the lungs

· Severe reaction of the skin and gut lining  that may include rash and shedding or death of tissue

· Potentially life-threatening condition affecting less than 10% of the skin in which cell death causes the epidermis (outer layer) to separate from the dermis (middle layer)

· Life-threatening condition affecting greater than 30% of the skin in which cell death causes the epidermis (outer layer) to separate from the dermis (middle layer)

In people who have ever been infected with hepatitis B virus, there is a risk that the virus can flare up during treatment with drugs that affect your immune system, such as rituximab.  This could lead to liver failure or even death.  The risk of hepatitis B virus flaring up may continue for several months after you stop. Most of these patients were taking rituximab in combination with chemotherapy.  If you are at risk of hepatitis B reactivation, you should speak with your doctor before you enroll in this study.  If you are a carrier of hepatitis B, you will be monitored for signs of active infection throughout your study participation.  If you become jaundiced (yellowing of the skin and eyes) or develop viral hepatitis while taking rituximab or after stopping treatment, you should tell your study doctor immediately.

Risks and side effects related to the temsirolimus include those which are:


Likely risks of temsirolimus (events occurring greater than 20% of the time)
· Decreased number of blood cells that help to clot blood (platelet)
· Tiredness, fatigue

· Rash; flaking or sloughing of skin or with the presence of macules (flat discolored area) and papules (raised bump)
· Diarrhea

· Irritation or sores in the lining of the gastrointestinal tract (for example: mouth, throat, stomach, intestine, anus, rectum, small bowel, voice box, windpipe)

· Feeling sick to your stomach, nausea

· Increased blood cholesterol level

· Decrease in the part of the red blood cells that carries oxygen in the body, may cause tiredness (anemia)
· Loss of appetite 

Less likely risks of temsirolimus (events occurring less than or equal to 20% of the time)

· Abnormal reaction of the body to substances, called allergens, that are contacted through the skin, inhaled into the lungs, swallowed, or injected (allergic reaction)
· Decreased number of white blood cells (for example reduced total leucocytes, lymphocytes, or neutrophils/granulocytes), which may cause increased risk of infection
· Fever associated with dangerously low levels of a type of white blood cell (neutrophils)

· High blood pressure

· Low blood pressure

· Abnormal amount of blood protein needed for blood clotting 
· Fever 

· Difficulty sleeping or falling asleep 

· Chills, shivering

· Dry skin

· Loss of some or all of the fingernails or toenails
· Itching

· Acne, pimples

· Hives 

· Decreased level of the hormone testosterone

· Abnormal control of blood sugars 

· Constipation

· Taste changes 

· Throwing up, vomiting

· Nosebleed 

· Infection 

· Condition where the blood contains more acid than normal 

· Increased blood level of a liver or bone enzyme (alkaline phosphatase)
· Increased blood level of a liver enzyme (AST/SGOT)

· Increased blood level of a liver enzyme (ALT/SGPT)

· Increased blood level of a liver enzyme (GGT)
· Decreased blood calcium level

· Increased blood level of creatinine, a substance normally eliminated by the kidneys into the urine

· High blood sugar level 

· High lipid (fat) levels in the blood 

· Decreased blood phosphate level 

· Decreased blood potassium level 

· Increased blood level of a form of fat called triglyceride 

· Feelings of sadness, worthlessness, thoughts of suicide or death (depression)
· Sleepiness 

· Pain – for example pain in the stomach, back, chest, head, joint, muscle, headache or head pain 

· Cough

· Shortness of breath 

· Runny/stuffy nose or sneezing
· Inflammation of the lungs
· Impotence, inability to have or maintain an erection during sexual intercourse

· Decrease in sexual desire 

· Flu type symptoms (including body aches, fever, chills, tiredness, loss of appetite, cough)
· Poor wound healing
· Premature opening of a wound along surgical stitches after surgery
· Weight loss

· Edema or swelling of the face, hands or feet

· Excess accumulation of fluid between the layers of tissue that lines  the lungs and chest cavity

· Distention/bloating of the belly (swelling or feeling of fullness and tightness in the abdomen)

· Problem of the sinuses

· Difficulty swallowing
Rare but serious risks of temsirolimus (serious events occurring less than 2-3% of time)

· Sudden decrease of kidney function
· Gastrointestinal perforation:  A tear or hole in the stomach or gut that can lead to serious complications and may require surgery to repair

· Gastrointestinal fistula:  Abnormal hole between an organ of the digestive tract and another organ or tissue
· Formation of a blood clot that plugs the blood vessel; blood clots may break loose and travel to another place, such as the lung
Allergic reaction:  Some patients have had an allergic reaction during CCI-779/temsirolimus infusion. Life threatening reactions (including fatal) have occurred. Patients with allergic reactions have had chest pain and tightness, difficulty breathing, feeling hot, flushed and anxious, swelling around the eyes, dizziness, feeling sick to the stomach, a fall in blood pressure, back pain, and numbness and tingling. These symptoms went away a few minutes after the infusion was stopped, and in some cases, after treatment was given. Because an allergic reaction may happen, an antihistamine drug (e.g. diphenhydramine (Benadryl) is given before CCI-779/temsirolimus. If you are given an antihistamine and still have an allergic reaction, the study doctor may stop or slow down the infusion and may give you other intravenous medication.

Risks and side effects related to the filgrastim include those which are:
Common side effects
· Bone pain

Less common side effects
· Fluid or blood collecting in the sac around the heart

· Increased blood levels of uric acid, LDH, alkaline phosphatase
· Enlargement of the spleen

· Worsening of skin rashes, hair loss, and ability for blood to clot

Rare but serious side effects
· Fluid retention

· Lowering of blood pressure which lasts only for a little while

· Acute inflammation of blood vessels

· Allergic-type reactions
Risks and side effects related to pegfilgrastim include those which are:

Common side effects

· Bone pain

Less common side effects

· Allergic-type reactions

Rare but serious side effects
· Rupture of the spleen

· Sickle cell crisis in patients who have sickle cell disease

To help prevent reactions to the chemotherapy; you will get acetaminophen and diphenhydramine at the same time you get rituximab.


The combination of cladribine and rituximab may worsen the side effects of each drug in comparison to when the drugs are given separately.  This combination may also result in unexpected, severe permanent, debilitating, or even fatal toxicities.
Adult Respiratory Distress Syndrome (ARDS) has been reported in neutropenic patients with sepsis (bacteria in your blood or tissue) who get filgrastim.  If you get a fever or have trouble breathing, you should contact your doctor.  If you get ARDS, filgrastim and pegfilgrastim will be stopped until you get better.
Bone marrow biopsies (sample taken from large bones in your hip with a needle) may cause pain and a small risk of bleeding, bruising, or infection at the needle site.  

Frequent blood draws will be part of this study. A blood drawing may cause minimal discomfort and a small risk of bleeding, bruising, or infection at the needle site.

Reproductive risks:  You should not become pregnant or father a baby while on this study because the drugs in this study can affect an unborn baby.  Women should not breastfeed a baby while on this study.  It is important for you to understand that you need to use birth control while on this study and for up to 12 months after taking your last dose of study drug.  Check with your health care provider about what kind of birth control methods to use and how long to use them.  Some methods might not be approved for use in this study.  Some of the drugs used in the study may make you unable to have children in the future.  Women who can become pregnant must have a pregnancy test before taking part in this study.  

This test must be done within 7 days before you enter the study.  You will be told if you are pregnant or not.  If you are pregnant, you will not be able to take part in the study.  

For more information about risks and side effects, ask your study doctor.

Are there benefits to taking part in the research study?

Taking part in this study may or may not make your health better.  While doctors hope the study drugs will be more useful against cancer compared to the usual treatment, there is no proof of this yet.  We do know that the information from this study will help doctors learn more about the study drugs as a treatment for cancer.  This information could help future cancer patients.

What other choices do I have if I do not take part in this research study?

You do not have to be in this study to receive treatment for your cancer.

Your other choices may include:

· Getting treatment or care for your cancer without being in a study

· Taking part in another study

· Getting no treatment

Talk to your doctor about your choices before you decide if you will take part in this study.

Will my medical information be kept private?

We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Your personal information may be given out if required by law.  If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. 

Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:

· The local Institutional Review Board

· The North Central Cancer Treatment Group

· Pfizer, Inc., who is providing support for the study
· The National Cancer Institute (NCI) and other government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people

[Note to Local Investigators: The NCI has recommended that HIPAA regulations be addressed by the local institution.  The regulations may or may not be included in the informed consent form depending on local institutional policy.]

What are the costs of taking part in this research study?

You and/or your health plan/ insurance company will need to pay for some or all of the costs of treating your cancer in this study.  Some health plans will not pay these costs for people taking part in studies.  Check with your health plan or insurance company to find out what they will pay for.  Taking part in this study may or may not cost your insurance company more than the cost of getting regular cancer treatment. 


Pfizer, Inc. is supplying temsirolimus at no cost to you.  However, you or your health plan may need to pay for costs of the supplies and personnel who give you the (drug).
You will not be paid for taking part in this study.
For more information on clinical trials and insurance coverage, you can visit the National Cancer Institute’s Web site at http://cancer.gov/clinicaltrials/understanding/insurance-coverage .  You can print a copy of the “Clinical Trials and Insurance Coverage” information from this Web site.

Another way to get the information is to call 1-800-4-CANCER (1-800-422-6237) and ask them to send you a free copy.

What happens if I am injured because I took part in this research study?

It is important that you tell your study doctor, __________________ [investigator’s name(s)], if you feel that you have been injured because of taking part in this study.  You can tell the doctor in person or call him/her at __________________ [telephone number].
You will get medical treatment if you are injured as a result of taking part in this study.  You and/or your health plan will be charged for this treatment.   The study will not pay for medical treatment.  

What are my rights if I take part in this research study?

Taking part in this study is your choice.  You may choose either to take part or not to take part in the study.  If you decide to take part in this study, you may leave the study at any time.   No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  You can still get your medical care from our institution.   

We will tell you about new information or changes in the study that may affect your health or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  

Who can answer my questions about the research study?

You can talk to your study doctor about any questions or concerns you have about this study.  Contact your study doctor __________________ [name(s)] at __________________ [telephone number].
For questions about your rights while taking part in this study, call the ________________________ [name of center] Institutional Review Board (a group of people who review the research to protect your rights) at __________________ (telephone number).  [Note to Local Investigator: Contact information for patient representatives or other individuals in a local institution who are not on the IRB or research team but take calls regarding clinical trial questions can be listed here.]   
 *You may also call the Operations Office of the NCI Central Institutional Review Board (CIRB) at 888-657-3711 (from the continental US only).   [*Only applies to sites using the CIRB.]

About Using Biological Samples for Research
This study has research tests that will be performed to study small samples of blood and biopsy tissue.  You are required to participate in these studies in order to participate in this study.

A blood sample will be done by drawing some blood from a vein.  The research blood samples will be drawn after registering for the study but before treatment starts. Research blood will be drawn again at the end of cycle two.  Approximately 2 tablespoons of blood will be drawn for each of these time points.

You are going to have or may already have had a biopsy (or surgery) to see if you have cancer.  Your doctor will remove some body tissue to do some tests.  The results of these clinical tests will be given to you by your doctor and will be used to plan your care.  If you agree to participate in this study, your original biopsy tissue sample will be used for additional research tests as a part of this study.  No additional biopsies will be done to get this tissue.  

For the research tests to be done, your tissue will be sent to Dr. Ahmet Dogan’s laboratories which are associated with NCCTG.  These tests will be done in order to understand how your cancer responds to treatment.  It is hoped that this will help investigators better understand your type of cancer.  The results of these research tests will not be sent to you or your study doctor and will not be used in planning your care.  These tests are for research purposes only and you will not have to pay for them.  

We would like to store your blood and/or tissue samples for future research.  If you agree, your samples will be kept and may be used in research to learn more about cancer and other diseases.  Please read the information sheet called "How is Tissue Used for Research" to learn more about tissue research (http://www.cancerdiagnosis.nci.nih.gov/specimens/patient.pdf).
The research that may be done with your samples is not designed specifically to help you.  It might help people who have cancer and other diseases in the future. Reports about 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 have an effect on your care. 

Things to Think About 

The choice to let us store your samples for future research is up to you.  No matter what you decide to do, it will not affect your care. 

If you decide now that your samples can be kept for research, you can change your mind at any time.  Just contact us and let us know that you do not want us to use your samples.  Then any samples that remain will no longer be used for research. 

In the future, people who do research may need to know more about your health.  While NCCTG may give them reports about your health, it will not give them your name, address, phone number, or any other information that will let the researchers know who you are. 

Sometimes samples are used for genetic research (about diseases that are passed on in families).  Even if your samples are used for this kind of research, the results will not be put in your health records. 

Your samples will be used only for research and will not be sold.  The research done with your samples may help to develop new products in the future. 

Benefits 

The benefits of research using samples may include learning more about what causes cancer and other diseases, how to prevent them, and how to treat them. 

Risks 

The greatest risk to you is the release of information from your health records.  We will do our best to make sure that your personal information will be kept private.  The chance that this information will be given to someone else is very small. 
Making Your Choice 

Please read each sentence below and think about your choice.  After reading each sentence, circle "Yes" or "No".  If you have any questions, please talk to your doctor or nurse, or call our research review board at the IRB's phone number.  No matter what you decide to do, it will not affect your care.

1. My blood sample(s) may be kept for use in research to learn about, prevent, or treat cancer. 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please initial here: ________ 
Date: ________

2. My blood sample(s) may be kept for use in research to learn about, prevent or treat other health problems (for example: diabetes, Alzheimer's disease, or heart disease). 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please initial here: ________ 
Date: ________

3. My tissue sample(s) may be kept for use in research to learn about, prevent, or treat cancer. 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please initial here: ________ 
Date: ________

4. My tissue sample(s) may be kept for use in research to learn about, prevent or treat other health problems (for example: diabetes, Alzheimer's disease, or heart disease). 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please initial here: ________ 
Date: ________

If you want your sample(s) destroyed at any time, write to the Secretary of the ___________________ Institutional Review Board ____________________________________________.  

NCCTG has the right to end storage of the sample(s) without telling you. 

The sample(s) will be the property of NCCTG.  Outside researchers may one day ask for a part of your sample(s) for studies now or future studies.

How do outside researchers get the sample?

Researchers from universities, hospitals, and other health organizations do research using blood and tissue.  They may call NCCTG and ask for samples for their studies.  NCCTG looks at the way that these studies will be done, and decides if any of the samples can be used.  NCCTG sends the samples and some information about you to the researcher.  NCCTG will not send your name, address, phone number, social security number, or any other identifying information to the researcher.  If you allow your sample(s) to be given to outside researchers, it will be given to them with a code number.  If researchers outside NCCTG use the sample(s) for future research, they will decide if you will be contacted and, if so, they would have to contact the researchers at NCCTG.  Then NCCTG will contact the clinic where you registered for this study, who will contact you.

Please read the following statements and mark your choice:

I permit NCCTG to give my blood sample(s) to outside researchers:

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please initial here:


Date:


I permit NCCTG to give my tissue sample(s) to outside researchers:

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Please initial here:


Date:


Two of the investigators associated with this project and Mayo Clinic have a financial interest in technology used in the research, and the investigators and Mayo Clinic may stand to gain financially from the successful outcome of the research.  

Both the Mayo Clinic Conflict of Interest Review Board and the Institutional Review Board have reviewed the financial interest for two of the investigators and/or Mayo Clinic related to this research and they have determined that this financial interest poses no additional significant risk to the welfare of participants in this research project or to the integrity of the research.

Additional information is available to any interested study participant regarding the details of this financial interest and how it is being managed by contacting the study coordinator or the Office of Conflict of Interest Review at 507-284-0075.



Where can I get more information?

You may call the National Cancer Institute's Cancer Information Service at: 

1-800-4-CANCER (1-800-422-6237) or TTY: 1-800-332-8615
You may also visit the NCI Web site at http://cancer.gov/
· For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/
· For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/
· For NCI’s general information about cancer in Spanish, go to http://www.cancer.gov/espanol
You will get a copy of this form.  If you want more information about this study, ask your study doctor.
Signature

I have been given a copy of all _____ [insert total of number of pages] pages of this form.  I have read it or it has been read to me.  I understand the information and have had my questions answered.  I agree to take part in this study.

Printed Participant Name: __________________________________________
Participant Signature: ______________________________________________
Date: _____________________________________

Printed name of person obtaining informed consent: 

__________________________________________

Signature of person obtaining informed consent:
___________________________________________
Date _____________________________________

Local IRB changes to this document are allowed.  Sections “What are the risks of the research study” or “What other choices do I have if I don’t take part in this research study?” should always be used in their entirety if possible.  Editorial changes to these sections may be made as long as they do not change information or intent.  If the institutional IRB insists on making deletions or more substantive modifications to these sections, they may be justified in writing by the investigator and approved by the IRB.  Under these circumstances, the revised language and justification must be forwarded to the North Central Cancer Treatment Group Operations Office for approval before a patient may be registered to this study.

Consent forms will have to be modified for each institution as it relates to where information may be obtained on the conduct of the study or research subject.  This information should be specific for each institution.
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