Sample Consent Form
A PHASE II TRIAL OF 9-AMINOCAMPTOTHECIN IN PATIENTS WITH METASTATIC (D2), ANDROGEN-INDEPENDENT PROSTATE CARCINOMA
This is a clinical trial (a type of research study). Clinical trials only include patients who choose to take part. Please take your time to make your decision. Discuss it with your friends and family.

You are being asked to take part in this study because you have prostate cancer that has spread beyond the prostate gland.

 

WHY IS THIS STUDY BEING DONE?
This research is being done because we do not know the best treatment for this kind of prostate cancer.

The purposes of this study are to:

· Find out what effects (good and bad) the 9-aminocamptothecin (9-AC) has on prostate cancer that has spread beyond the prostate gland 

· See what effects 9-AC has on you and your cancer 

· Measure the amount of 9-AC in the blood to see how long it stays in your body (pharmacokinetics) 

 

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?
About 40 people will take part in this study.

 

WHAT IS INVOLVED IN THE STUDY?
Tests:
This study involves the following tests. Some of these tests would be done even if you do not take part in the study:

· Blood tests 

· Urine tests 

· Physical exam 

· X-rays 

Procedures:
In this study, you will receive 9-AC into a vein continuously for 5 days. The 9-AC will be given through a pump connected to a catheter (a small, flexible tube) placed in a large vein in your chest (a minor surgical procedure). This catheter is used to make it easier to give the drug continuously for 5 days without having to be in the hospital.

This is repeated 3 times over a 4-week period. Each 4-week period is called a cycle. The cycle will be repeated up to 6 times.

Of the tests and procedures listed, the use of 9-AC for metastatic prostate cancer is considered "experimental."

Of the tests and procedures listed, the following are commonly used but done only as part of the study:

· Using the catheter for several months 

· Doing blood tests for research purposes to measure the amount of 9-AC in the blood 

 

HOW LONG WILL I BE IN THE STUDY?
We think you will be in the study for 6 months depending on how you tolerate 9-AC and how well it controls your cancer.

The researcher may decide to take you off this study if any of the following occur:

· Your blood counts drop too low 

· You have other serious bad effects 

· The cancer returns or grows 

If at any time you decide to stop taking part in the study, you should talk to the researcher so that you can stop safely.

 

WHAT ARE THE RISKS OF THE STUDY?
While on the study, you are at risk for the following side effects. Most of them are listed below but they will vary from person to person. Drugs will be given to make some of the side effects less serious and uncomfortable. Many side effects go away after the drug is stopped but, in some cases, the side effects may be serious and/or lasting. Death is rare but possible.

Risks
Very likely:
· Decreased blood cell counts 

· Easy bleeding, especially from gums and nose 

· Fatigue 

· Shortness of breath 

· Fever and infection 

· Mouth sores 

· Diarrhea 

· Nausea and vomiting 

· Temporary hair loss 

Less likely but serious:
· Allergy causing any or all of these 

· low blood pressure 

· swelling of the throat 

· shortness of breath 

· hives and itching 

There may be risks and side effects to you that we cannot predict. Call the researcher and/or your regular doctor when you think you are having problems even if they are not on this list.

 

Reproductive risks: You should not father a baby while on the study. Ask for more information about counseling and ways to prevent pregnancy.

For more information about risks and side effects, possible injuries, and treatment options, ask the researcher or contact _____________________________________.

 

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?
There may or may not be direct medical benefit to you for taking part in this study. The reasonably expected benefit of the study is to gain knowledge about the effects of 9-AC on prostate cancer. The information learned from this study may help future patients with prostate cancer.

 

WHAT OTHER OPTIONS ARE THERE?
Instead of being in this study, you have these options:

· Radiation treatments 

· Treatment with other commonly-used chemotherapy 

· Other experimental therapy 

· No further anti-cancer therapy and comfort care only 

Please talk to your regular doctor about these and other options

 

WHAT ABOUT CONFIDENTIALITY?
Efforts will be made to keep the personal information in your research record private and confidential but absolute confidentiality cannot be guaranteed. Your personal information may be disclosed if required by law.

The following organizations may look at and/or copy your research records, for quality assurance and data analysis:

· National Cancer Institute 

· Food and Drug Administration 

· Pharmacia and Upjohn, Inc. (The companies that make 9-AC) 

 

WHAT ARE THE COSTS?
If you get hurt or ill from this study, you will receive emergency medical treatment, but it will be charged in the regular way. Long-term medical care and/or hospitalization will be charged at the usual rate. No funds have been set aside to compensate you in the event of injury.

You will not be paid for taking part in this study.

Taking part in the research may result in added costs to you or your insurance company. The drug 9-AC will be provided free of cost. If 9-AC becomes commercially available before the study is over, the 9-AC needed to complete the study might also be billed to you. We encourage you to ask about additional costs that might occur.

 

WHAT ARE MY RIGHTS AS A PARTICIPANT?
Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time and it will not affect your medical care.

We will tell you about new information that may affect your health, welfare, or your willingness to continue taking part in this study.

 

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?
For questions about the research or a research-related injury, call the Principal Investigator NAME(S) at TELEPHONE NUMBER .

For questions about your rights in a research study, call the NAME OF CENTER Institutional Review Board Administrator at TELEPHONE NUMBER .

 

WHERE CAN I GET MORE INFORMATION?
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's Web sites

cancerTrials: comprehensive clinical trials information .
CancerNet: accurate cancer information including PDQ http://cancernet.nci.nih.gov.
 

You will receive a copy of this form. Please read the additional information attached to this form.

You can get a full copy of this protocol (study plan) by asking your research doctor.

 

SIGNATURE

I agree to take part in this study.

 

Participant ________________________________ Date _____________________
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