Appendix I

NCCTG Consent

TITLE: 
N0275, Phase II Trial Evaluating Resection followed by Adjuvant Radiation Therapy (RT) for Patients with Desmoplastic Melanoma

PARTICIPANTS:  Dr. Barbara Pockaj and colleagues
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.

Why is this study being done?
This study is being done to find out what effects (good and bad) radiation therapy has on you and your desmoplastic melanoma.  

How many people will take part in the study?
The plan is to have about 60 people take part in this study.  

What will happen in the study?

Pre-Study
· Urine and pregnancy test, if applicable.

· History and exam, including entire skin exam

· Routine blood tests (CBC)

· Chest CT

During Radiation Therapy
· Radiation therapy twice a week (Monday and Thursday or Tuesday and Friday) over about 2½ weeks

· CBC weekly

· Evaluation of Radiation Toxicity

After Radiation Therapy
· Evaluation of Radiation Toxicity and Local Recurrence every 3 months for 2  years including a history and physical, entire skin exam, and CXR

· Evaluation of Radiation Toxicity and Local Recurrence every 6 months for 3  more  years, including a history and physical, entire skin exam and CXR

If you take part in this study, you will have urine and pregnancy tests, if applicable, routine blood tests, and an entire skin exam before you begin radiation therapy.  

During treatment you will receive radiation therapy (with x-rays or electrons) twice a week (Monday and Thursday or Tuesday and Friday) over about 2½ weeks for a total of 5 radiation treatments.  You will also be evaluated for radiation toxicity and have a CBC done weekly during treatment.

After radiation therapy is completed, you will be evaluated for radiation toxicity and local recurrence and have a CXR and entire skin exam (H&P) done every three months for two years, and then every six months for three years.

How long will I be in the study?
This study will have about a five-year follow-up, but how long you will be in the study will depend on how you do with the radiation therapy and how your cancer acts.  Even if you stop the radiation therapy, we will still want to keep contact with you. 

Are there reasons I might leave the study early?
Taking part in this research study is your decision.  You may decide to stop at any time.  You should tell the study doctor if you decide to stop and you will be advised whether any additional tests may need to be done for your safety. 

In addition, the investigators may stop you from taking part in this study at any time if it is in your best interest, if you do not follow the study rules, or if the study is stopped.  You will be told of important new findings or any changes in the study or procedures that may affect you.

Will any biological sample(s) be stored and used in the future by the North Central Cancer Treatment Group (NCCTG), or released to researchers outside of NCCTG for future unspecified use? 

No.

What are the risks of the study?

While you are taking part in this study, you are at risk for these side effects.  You should talk to your study doctor and/or your medical doctor about these side effects.  There also may be other side effects that are not known.  Other drugs may be given to lessen side effects.  Many side effects go away shortly after radiation therapy is stopped, but in some cases side effects can be serious, long lasting, or may never go away.  The side effects can be mild or can lead to death.

Radiation therapy: Mild to moderate nausea, vomiting, and loss of appetite are common side effects to radiation treatments.  Dehydration is a possible side effect. Other side effects may include difficulty in swallowing, thirst, dry/sore throat, persistent cough, skin reaction/irritation, scarring at the site of radiation, loss of hair, and/or fatigue.
There is not enough medical information to know what the risks might be to an unborn child of a man or woman who takes part in this study.  Men who are able to father a child and women who can become pregnant must use one of these birth control plans during this study:  condoms, diaphragm, birth control pills, injections, intrauterine device (IUD), surgical sterilization, under the skin implants, abstinence.  Another choice is for your sexual partner to use one of these birth control plans. Women who can become pregnant must have a pregnancy test before taking part in this study.  For the pregnancy test, urine will be tested  within 7 days before you enter the study.  You will be told if you are pregnant or not.  If the pregnancy test is positive, you will not be able to take part in the study. 

Are there benefits to taking part in this study?

This study may not make your health better. Although we hope to control your melanoma and stop further tumor growth, no benefit is guaranteed.


What other choices do I have if I don’t take part in this study?

You do not have to be in this study to receive treatment for your condition.  Your other choices may include other investigational drugs or treatments.  There is also the choice of getting no active treatment of the cancer but giving care and support to make you as comfortable as possible during the course of the disease.  Your doctor can talk to you about your disease and how helpful other treatments are.  You should talk to your doctor about each of these choices before you decide if you will take part in this study.
What are the costs of tests and procedures?

You and/or your health plan will need to pay for all tests and exams that are part of this study because they are needed for your regular medical care.  Before you take part in this study, you should call your health insurer to find out if the cost of these tests and/or exams will be paid for by the plan.  Some health insurers will not pay for these costs.  You will have to pay for any costs not covered by your health insurer.  
Who can answer my questions?

You may talk to Dr. Barbara Pockaj calling the Mayo operator at telephone (507) 284–2511 at any time about any question you have on this study.

You can get information about policies, the conduct of the study, or the rights of research subjects from Cindy L. Boyer, Administrator of the Mayo Foundation Office for Human Research Protection, telephone (507) 284-2329.
Where can I get more information about clinical trials?

You may call the NCI’s Cancer Information Service at 1-800-4-CANCER 

(1-800-422-6237) or TTY: 1-800-332-8615

Visit the NCI Web site:      http://www.cancer.gov/
What happens if I am injured because I took part in this study?

You will not get free medical care or money for any bad side effects from taking part in this study.  Medical services will be given at the usual charge.  

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

You do not have to take part in this study, but if you do, you can stop at any time.  Your medical care now or in the future will not be affected if you take part in this study or not. 

You do not give up any of your rights by taking part in this study.
What about confidentiality?
Data from this study may be written up.  Your name and other identifying data will not be given outside of North Central Cancer Treatment Group (NCCTG) without written permission unless the law allows it.  Your medical record will be used by the researchers in this study.  Your medical records may be made 
available to the NCCTG, the National Cancer Institute, and/or the Food and Drug Administration as stated in federal rules, or to the Office for Human Research Protections.


I have had an opportunity to have my questions answered.  I have been given a copy of this form.  I agree to participate in this study.  

___________        _____________________________________________

(Date)                      (Printed Name of Participant)

_____________________________________________

(Signed Name of Participant)

___________        _____________________________________________

(Date)                      (Printed Name of Individual Obtaining Consent)

____________________________________________

(Signed Name of Individual Obtaining Consent)
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