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1. Basic Trial Information

	Phase
	Type
	Status
	Blind
	Sponsor
	Protocol ID

	III
	Supportive Care
	Active
	Double
	Novartis Pharmaceuticals Corporation 
	MIRB 493


2 a. Summary

The purpose of this study is to compare the effect of an investigational drug (study drug) and a placebo used intravenously given every three months for one year on bone loss associated with initial androgen deprivation in men with prostate cancer without metastases (spread of cancer).  The study also includes counseling on the effect of simple lifestyles changes such as moderation of alcohol intake, smoking cessation, exercise and daily supplementation of calcium and vitamin D on osteoporosis.  In order to participate in this trial patients must be 18 years of age or older and have been diagnosed with prostate cancer without metastases and are starting or continuing hormone treatment at the day of randomization.  

Inclusion into this trial with this investigational drug is based on the study protocol entry criteria and evaluation from your study doctor. 
2 b. Eligibility 

Below are some of the inclusion and exclusion criteria.

Inclusion:

· Age eighteen or older

· Histological diagnosis of carcinoma of the prostate

· Local disease

· Patients who are starting or are already receiving uninterrupted hormone treatment within the previous year and are scheduled to continue hormone treatment for at least one year at the time of randomization

· Patients who have undergone an orchiectomy

Exclusions:

· radiographic evidence of bone metastases

· bone conditions such as severe osteopenia or osteoporosis

· Patients who received bisphosphonate therapy in the past 6 months

· Patients who received prior treatment with systemic corticosteroids within the past 12 months.

· previous or concomitant malignancy within the past 5 years except adequately treated basal or squamous cell carcinoma of the skin, and colonic polyps with non-invasive malignancy which have been removed.

· uncontrolled infections, uncontrolled type 2 diabetes mellitus, Paget’s disease or uncontrolled thyroid or parathyroid dysfunction

· treatment with systemic investigational drug(s) and/or device(s) within the past 30 days

3. Contact Information

To check eligibility and schedule an appointment please contact the study site at francoise.toussaint-jones@med.va.gov or padmini.iyer@med.va.gov and leave the following information: 

1. Complete Name (last, First, Middle Initial)

2. Birth Date 

3. Daytime Phone number including area code

4. Best time to call Monday – Friday between 8:00 a..m. and 4:00 p.m.

4. Questions and Answers

What is the study drug?

The study drug used is an FDA (Food and Drug Administration) approved medication used in the treatment of high calcium levels in the blood and for treatment of spread of cancer to bone along with cancer chemotherapy.  

How is the efficacy of the study drug measured?

Before entering the study and at six and twelve months of the study, a DEXA scan        (x-ray) will be done to measure your bone density.  

Who are the study doctors?
Dr. Padmini R. Iyer and Dr. Gordon D. McLaren.  Both are staff physicians at the VA Long Beach Healthcare System
Where do all study visits take place?

All study visits take place at the VA Long Beach Healthcare System, 5901 East 7th Street, Long Beach CA 90822, Hematology/Oncology clinic and infusion center.

What is the length of participation in  the study?

Each subject will participate for 13-14 months.
Will I have to pay for any part of the trial such as tests or the study drug?

Study related procedures/tests and the study drug are provided free of charge.

Are there other locations?

There are about 20 other VA medical centers who are participating in the study throughout the United States.  

5. Definitions

What is a supportive care trial?

A supportive care trial explore ways to improve the comfort and quality of life of cancer patients and cancer survivors. This particular trial is studying prevention of bone loss in patients receiving hormone treatment.

What does “Phase III” mean?

Phase III trials compare a new agent or intervention (or new use of a standard one) with the current standard therapy.  In most cases, studies move into phase III testing after they have shown promise in phase I and II. Phase III trials may include hundreds of people across the country

Randomization

Participants are randomly assigned to the standard group or the new group, usually by a computer.  This method, called randomization, helps to avoid bias and ensures that human choices or other factors do not affect the study’s results.
What is a double-blind study?

In a double-blind study, neither you nor your doctor knows which study group you are assigned to.

What is a study protocol?

A study plan on which all clinical trials are based. The plan is carefully designed to safeguard the health of the participants as well as answer specific research questions. A protocol describes what types of people may participate in the trial; the schedule of tests, procedures, medications, and dosages; and the length of the study. While in a clinical trial, participants following a protocol are seen regularly by the research staff to monitor their health and to determine the safety and effectiveness of their treatment
What is a placebo?
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A placebo is an inactive pill, liquid, or powder that has no treatment value. In clinical trials, experimental treatments are often compared with placebos to assess the treatment's effectiveness. In some studies, the participants in the control group will receive a placebo instead of an active drug or treatment. No sick participant receives a placebo if there is a known beneficial treatment. 

