Consent Form for Participation in a Research Study
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Introduction  

We are inviting you to take part in a clinical trial. A clinical trial is 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.  We encourage you to discuss your decision with your friends and family.  We also encourage you to discuss it with your health care team.  If you have any questions, you can ask your study doctor for more explanation. 

We are inviting you to take part in this study because you have cancer that has continued to grow despite the treatments you have already received.  It may be that the standard drugs used to treat your disease are no longer effective. Or it may be that there are no treatments known to be effective against your type of cancer.  

Q-123 is a newly discovered medical compound belonging to a group of anti-cancer drugs called Histone Deacetylase Inhibitors (sometimes called HDAC Inhibitors). Experiments in the laboratory suggest that Q-123 stops a number of processes in the cancer cell, which make the cell grow abnormally.
Why is this study being done? 

This study is being done for two purposes: 

1. to find the highest dose of Q-123 that can be given without causing bad side effects. 

2. to test the safety of Q-123 and see what effect (good and bad) it has on you and your cancer

How many people will take part in the study?

At the beginning of the study, 3 people with cancer will receive a low dose of the drug.  If this dose does not cause bad side effects, it will slowly be increased as new people take part in the study.  A total of 18 people are the most that would be able to enter the study. 

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

After your study doctor has answered all your questions about the study, if  you give written consent by signing this form, examinations and tests will be performed to be sure you are able to enter the study. Many of the tests are the same as those you have had in the past to diagnose and treat your disease. Some of these same tests will also be done during the study to follow your progress. 

Treatment Cycles are repeated every three weeks for as long as you continue to receive the study drug, Q-123.  You will receive study drug every day by mouth for seven days, then rest for 2 weeks before starting another 7-day cycle.  The Treatment Visit and Post Treatment Visit tests are repeated with each Treatment Cycle.  If you choose to discontinue your study participation at any time, the Post-Treatment Visit Tests will be done.  
Your participation in this study is divided into different visits where different tests are run during the different visits:  

Screening Visit (To see if you are eligible to participate in the study)

The following tests will be done during the Screening Visit.  All of these tests may be completed over several clinic visits, and will not be repeated if a recent test result is already available in your medical records:  

· The study doctor or nurse will ask you about your medical history, and obtain a list of all medications that you are currently taking.  

· A full physical examination with your vital signs (heart rate, blood pressure, breathing rate and body temperature) and body weight will be recorded.  

· An electrocardiogram (ECG - a recording of the electrical activity of the heart) will be performed. 

· Blood (about four teaspoons) will be drawn for routine lab tests.  

· Urine will be collected for routine lab tests. 

· The study doctor will examine you and may order additional X-rays to show the extent of your cancer.  

Baseline Visit (Usually within one week before starting study treatment)

The following tests will be done during the Baseline Visit.  These tests will be completed over several hours during one clinic visit:

· The study doctor or nurse will talk to you about all your cancer symptoms, and to get a list of medications that you are currently taking.  

· If you are female and can get pregnant, we will collect a urine sample for a pregnancy test to check if you are pregnant before starting treatment. 

· A full physical examination with your vital signs (heart rate, blood pressure, breathing rate and body temperature) and body weight will be recorded.  

· Blood (about four teaspoons) will be drawn for routine lab tests.  Additional blood samples (approximately two more teaspoons) may be collected in some cases for specialized cancer tests.  

· Urine will be collected for routine lab tests. 

Study Treatment Visit (Days 1 of every Study Treatment Cycle)

The following will be done the day you begin each cycle of  study drug.  These tests will be completed over several hours each time:

· The study doctor or nurse will ask you to tell them any unpleasant effects you may have felt since the last Clinic visit, and to obtain a list of all medications that you are currently taking.  

· Your vital signs (heart rate, blood pressure, breathing rate and body temperature) and body weight will be recorded.  

· Blood (about four teaspoons) will be drawn for routine lab tests.  Additional blood samples (approximately four more teaspoons) will be collected on Day 1 and Day 7 of the first Treatment Cycle for specialized blood tests.  On Day 1, you will also be asked to collect all of your urine samples for 12 hours after the study drug is started.  You may need to remain at the Clinic for several hours longer on these two days (Days 1 and 7 of the first Treatment Cycle.)  

Post-Treatment Visits (Days 8 and 15 of every Study Treatment Cycle)

The following tests will be run during Days 8 and 15 of every Treatment Cycle.  These tests will be completed over several hours each time:  

· The study doctor or nurse will ask you to tell them any unpleasant effects you may have felt since the last Clinic visit. She or he will also obtain a list of all medications that you are currently taking.  

· A full physical examination with your vital signs (heart rate, blood pressure, breathing rate and body temperature) and body weight will be recorded.  

· Blood (about four teaspoons) will be drawn for routine lab tests.  Additional blood samples (approximately two more teaspoons) may be collected in some cases for specialized cancer tests.  

· Urine will be collected for routine lab tests. 

· The study Doctor will examine you and may order additional X-rays to record the extent of your cancer.  

How long will I be in the study?

How long you will be in this study depends on two things: 

1) how the study drug affects your cancer, and 

2) if the study drug causes you to have side effects that are intolerable to you. 

Study treatment will be continued until you experience intolerable side effects or your disease worsens.   
Are there reasons I might leave this research study early?

Taking part in this research study is your decision.  You may decide to stop at any time.  You should tell the researcher if you decide to stop. If you do decide to stop, you will be advised whether any additional tests may need to be done for your safety. 

In addition, the researchers, Pharma, INC or Dr. Doe may stop you from taking part in this study at any time if any of the following happens:

· it is in your best interest
· you do not follow the study rules
· the study is stopped
· you decide you don’t want to be in the study any more
Can I stop being in the study?
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 Q-123 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 study? 
Taking part in this study involves some risks and possible discomfort.  This is the first clinical trial with this study drug.  It has not been used before with any cancer patients.  It is therefore impossible to predict all the possible side effects that may be seen.  

The following side effects have been reported in animal studies with the experimental drug, Q-123:

· Appearance of itchy skin rashes over the body surface 

· “blood shot” eyes

· breathing difficulties. 

The study doctor will take steps to treat any side effects if they appear.  

If the study drug causes severe side effects, or if your disease worsens despite the study drug, the treatment will be discontinued. In that case, your physician will discuss other treatment options with you.

You should talk to your study doctor about any side effects that you have while taking part in the study.   

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

As with any medication, allergic reactions are a possibility.  

The risks of drawing blood include pain, bruising, or rarely, infection at the site of the needle stick. 

Risks that are not known

As with any new drug, unknown risks and side effects are also possible.  You could experience a side effect that has not been anticipated with this experimental drug, Q-123.  There is a chance that you could be allergic to the study drug or to one of the chemical used in its formulation.  There is also a chance that other medications you may be taking could interact with this drug.  For your safety, you must tell the study Doctor or Nurse about all medications you are taking before you start the study.  Also, please tell the study doctor or nurse before starting any non-study medications while you are on the study, including any over the counter medicines such as cough and cold medicines or herbal remedies.
Reproductive risks  

There is not enough medical information to know what the risks might be to a breast-fed infant or to an unborn child carried by a woman who takes part in this study.  Therefore all women who can become pregnant and are sexually active, or their sexual partners, must use birth control measures while in this study.  The following birth control measures are acceptable: 

· birth control pills

· contraceptive shots or implants

· condoms

· a diaphragm.  

Women who can become pregnant must have a pregnancy test before taking part in this study.  For the pregnancy test, you will give a urine sample within 7 days before the start of treatment.  You will be told the results of the pregnancy test.  If the pregnancy test is positive, you will not be able to take part in the study.

Breast-feeding mothers must stop breast-feeding to take part in this study. 

Are there benefits to taking part in this research study?

Although Q-123 has shown promise in animals, it is possible that it will not have the same positive effect in humans.  The main purpose of this study is to learn more about the safety of the drug, not to see whether it is successful at treating cancer.  Although we are hopeful that Q-123 will become an effective new treatment for cancer, we do not usually expect major benefits at this early stage in development.

We hope the information learned from this study will benefit other patients with cancer in the future.  

 What other choices do I have if I don’t 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 other chemotherapies or radiation therapies.  You can also choose to receive no further anticancer therapy for your cancer, and focus instead on treating your symptoms and keeping your quality of life as high as possible (palliative care).  You should talk to the researcher and your regular physician about each of 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.

Will I need to pay for the tests and procedures?

You will not need to pay for any tests and procedures which are done just for this research study.  These tests and procedures include:

· EKG
· weekly blood test
· weekly urine test
· pregnancy test
· blood drawn on day of study treatment to monitor study drug 
· urine sample collected on day of study treatment to monitor study drug.  
However, you and/or your health plan will need to pay for all other tests and procedures that you would normally have as part of your regular medical care.  These tests and procedures are blood test done prior to receiving study drug, exams done by physician, x-rays to monitor tumors.  
What happens if I am injured because I took part in this research study?

If you require immediate medical care to treat an illness or injury that is determined by the Investigator and Pharma, INC to be caused by the study drug, or by a test that has been run according to the protocol, then Pharma, INC agrees to pay the cost to cover this immediate medical care.  You understand that Pharma, INC is not responsible for the costs of further treatment beyond immediate and necessary care. Also, Pharma, INC will not give you money as compensation for such injury.  The cost for long-term care for illness or injury will remain your responsibility, or the responsibility of your health insurance carrier.  

What are my rights if I take part in this 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.  

What do you do if you have questions about the study?

If you have any questions concerning your participation in this study, or if you think you are injured or ill as a result of being in this study, contact the study doctor:

Dr. Jane Doe at 555-444-3333 or 

David Deer, RN research coordinator, at 555-444-3332

If you have questions about your rights as a research subject, you may contact:

Eastern Institutional Review Board (EIRB)

1010 Elm Avenue

Depere, Wisconsin 54115

Telephone:  1-800-858-7266
EIRB is a group of people who perform independent review of research.

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.
Consent

I have read the information in this consent form.  All my questions about the study and my participation in it have been answered.  I freely consent to participate in this research study.

I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above.

By signing this consent form, I have not given up any of my legal rights.
Printed Name of Subject

Subject’s Signature
Date

Printed Name of Person Conducting Informed Consent Discussion

Signature of Person Conducting Informed Consent Discussion
Date

Witness to Consent Procedures (Optional)
Date
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