Sample Consent Form 

A RANDOMIZED TRIAL EVALUATING THE WORTH OF TAXOL FOLLOWING DOXORUBICIN (ADRIAMYCIN)/CYCLOPHOSPHAMIDE (CYTOXAN) IN BREAST CANCER 

  

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 research study because your breast cancer has spread to one or more of your underarm lymph nodes. 

  

WHY IS THIS STUDY BEING DONE? 

The purpose of this research study is to find out whether adding the drug Taxol (paclitaxel) to a commonly-used chemotherapy is better than the commonly-used chemotherapy by itself at preventing your cancer from coming back. The study also will see what side effects there are from adding Taxol to the commonly-used chemotherapy. 

  

Taxol has been found to be effective in treating patients with advanced breast cancer. In this study, we want to see whether Taxol will be a useful addition to the treatment of patients with early-stage breast cancer and to see whether the side effects seem to be worth the possible benefit. 

  

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? 

About 2,450 people will take part in this study. 

  

WHAT IS INVOLVED IN THE STUDY? 

Please refer to the diagram on page 8. 

  

Medical tests: 

The following tests must be done to make sure that you are eligible for this study. None of these tests are experimental. They are routine. Depending on when you last had them, you may need to repeat some of these tests: 

· Mammogram 

· Blood tests 

· Chest x-ray 

· Gynecologic exam 

· Electrocardiogram 

· Bone scan 

· A special x-ray to study the heart (MUGA scan) 

Many of the tests will also be repeated during the study. If you participate in this study, some of these tests may be done more frequently than if you were not taking part in this research study. 

  

Procedures (treatment): 

If you are eligible and agree to take part in this study, you will get two commonly-used chemotherapy drugs called Adriamycin (doxorubcin) and Cytoxan (cyclophosphamide). 

These drugs will be given into your vein while you are in the doctor's office or clinic every 21 days for 4 visits. The procedure will take about 2 hours. The doses of the drugs may be changed if you have side effects. You will not need to be hospitalized unless you have serious side effects. 

If you are older than 50, you will also take tamoxifen pills daily for 5 years. If you are younger than 50, you will get tamoxifen if your tumor has a positive estrogen or progesterone (ER/PR) hormone receptor test. 

The Adriamycin and Cytoxan plus tamoxifen are usual treatments that would likely be given whether or not you are on this study. 

  

Randomization (assignment to a group): 

After completing the chemotherapy with Adriamycin and Cytoxan, you will be randomized to one of the study groups. Randomization means that you are put into a group by chance. It is like the flip of a coin, and assignment is done by a computer. Neither you nor the researcher choose what group you will be in. You will have an equal chance to be placed in either group. 

Group 1: Does not get Taxol. 

Group 2: Gets Taxol 

Taxol is given by vein over 3 hours in the clinic or doctor's office every 21 days for 4 visits. 

  

HOW LONG WILL I BE IN THE STUDY? 

Your chemotherapy will last 4 to 8 months and the tamoxifen therapy will last for 5 years. Every 6 months you will come in for follow-up blood tests. We would like to keep track of your medical condition for the rest of your life to look at the long-term effects of the study. The researchers can take you off the study early for reasons such as: 

· The treatment does not work in your cancer. 

· Your health gets worse. 

· You are unable to meet the requirements of the study (for example, you do not return for follow-up visits). 

  

WHAT ARE THE RISKS OF THE STUDY? 

While on the study, you are at risk for these side effects. Most of them are listed in this form, but they will vary from person to person. There may be other side effects that we cannot predict. Other drugs will be given to make the side effects less serious and uncomfortable. 

Many side effects go away shortly after the drugs are stopped, but in some cases, side effects may be serious and/or long-lasting or permanent. Some may be life-threatening. Talk with the researcher about this. You may also want to talk to your regular doctor and/or read more about the drugs on the sheets attached to this form. 

Reproductive risks: You should not become pregnant while on this study. You should not nurse your baby while on this study. Also, some of the drugs may cause sterility (make you unable to have children in the future). Ask for more information if this applies to you. 

Side effects of treatment: 

Groups 1 and 2 

Adriamycin and Cytoxan (commonly-used chemotherapy) 

Very likely: 

· Lowered white blood count that may lead to an infection 

(If you get an infection or your white blood count becomes very low, you will get daily shots of G-CSF (Neupogen). G-CSF helps your white blood cells multiply to fight infections. Some patients get pain in their bones with the G-CSF.) 

  

· Lowered platelets count which may lead to an increase in bruising or bleeding 

(If count gets too low, you may need platelet transfusions.) 

  

· Lowered red blood cells count may cause anemia, tiredness, shortness of breath 

(If count gets too low, you may need blood transfusions.) 

  

· Nausea, vomiting, or diarrhea 

  

· Complete hair loss 

  

· Skin and nail discoloration 

  

· Irregular or permanent stoppage of menstrual cycles 

  

· Mouth sores 

  

· Time away from work 

Less likely: 

· Blood in the urine 

  

· Heart damage (very rare at these doses) 

  

· Irregular heart beat (may occur right after drug is given) 

  

· Skin damage due to leakage of drug 

  

· Acute leukemia (very rare at these doses) 

  

Tamoxifen (part of commonly used anticancer drug regimen): 

While on Tamoxifen you should have an annual pelvic exam. If you have abnormal vaginal bleeding, pelvic discomfort (pressure or pain), or other changes, report this to your regular doctor or the researcher as soon as possible. These might be related to changes in the uterus. Changes to the lining of the uterus can sometimes turn into a cancer of the uterus. 

  

Very likely: 

· Hot flashes 

  

· Vaginal dryness or discharge 

Less likely: 

· Eye problems, increased risk of developing cataracts (clouding of eye) 

  

· Uterine cancer 

  

· Ovarian cysts or endometriosis (spillage of uterine cells outside the uterus) 

  

· Blood clots (may be life-threatening) 

  

· Inflammation of the liver 

  

Side effects of the study drug (Taxol): 

Group 2 only 

Taxol 
Many of these side effects occur with Adriamycin and Cytoxan that you will already have received as part of the commonly-used chemotherapy. This study will determine whether Taxol increases the severity of these side effects. 

Also, three drugs will be given before the Taxol to control an allergic reaction that might occur. These are: 

· A steroid similar to cortisone (dexamethasone [Decadron]) 

(A brief, vaginal tingling sensation is possible when this drug is given.) 

· An antacid (metoclopramide [Reglan]) 

  

· An antihistamine (diphenhydramine [Benadryl]) 

  

  

Very likely: 

· Lowered white blood count may lead to an infection. 

  

· Lowered platelets may lead to an increase in bruising or bleeding. 

  

· Lowered red blood cells may lead to anemia, tiredness, or shortness of breath. 

  

· Nausea, vomiting, or diarrhea 

  

· Complete hair loss 

  

· Irregular menstrual cycles or permanent menstrual stoppage 

  

· Numbness or tingling in fingers or toes 

  

· Pain in muscles and joints 

Less likely: 

· Allergic reactions (may happen during injection) 

  

· Inflammation of pancreas and large bowel 

  

· Irregular heart beat 

  

· Inflammation of the liver 

  

For more information about risks and side effects, ask the researcher or your regular doctor or contact _____________________________________________________. 

  

ARE THERE BENEFITS TO TAKING PART IN THE STUDY? 

There may or may not be direct medical benefits to you from taking part in this study. The expected benefit of taking part in the study is predicted to be similar to that of getting commonly-used chemotherapy without being in the study. Although Taxol has been shown to be effective in women with advanced breast cancer, it is unknown whether the addition of Taxol to commonly-used chemotherapy will improve the outcome for women with less advanced breast cancer. 

The information learned from this study should help future patients with breast cancer. 

  

WHAT OTHER OPTIONS ARE THERE? 

Instead of being in this study, you have these options: 

· Chemotherapy with Adriamycin and Cytoxan 

  

· Chemotherapy with other drugs that are as effective as Adriamycin and Cytoxan 

  

· Tamoxifen 

  

· No chemotherapy 

Discuss these options with your regular doctor. 

  

WHAT ABOUT CONFIDENTIALITY? 

Efforts will be made to keep your personal information confidential. We cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law. 

Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as: 

· The National Cancer Institute 

  

· The Food and Drug Administration 

  

· The National Surgical Adjuvant Project for Breast and Bowel Cancer 

  

· Bristol-Myers Squibb Company, which is providing the study drug Taxol without charge 

  

WHAT ARE THE COSTS? 

Taking part in this study may lead to added costs to you or your insurance company. Please ask about any expected added costs or insurance problems. 

In the case of injury or illness resulting from this study, emergency medical treatment is available but will be provided at the usual charge. No funds have been set aside to compensate you in the event of injury. You will be charged for continuing medical care and/or hospitalization at the usual rate. 

You will receive no payment for taking part in this study. You may be charged for the drugs other than Taxol that are used in this study. The researcher will explain the policy at this institution. 

  

WHAT ARE MY RIGHTS AS A PARTICIPANT? 

Taking part in this study is voluntary. Your decision about taking part in the study will not affect your medical care at this institution. 

If you agree to take part and then decide against it, you can withdraw for any reason. If you decide to stop taking part in the study, you should talk to the researcher so it can be done safely. Leaving the study will not result in any penalty or lost benefits to which you are otherwise entitled. 

A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the data from this research throughout the study. We will tell you about new information from this board or other studies that may affect your health, welfare, or willingness to stay on this study. 

  

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS? 

If you have questions about the study, or if you think you have had a study-related injury, you should call RESEARCHER at TELEPHONE NUMBER . 

If you have questions about your rights as a research participant, call NAME OF CENTER Institutional Review Board or Patient Representative 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. 

  

A copy of the protocol (study plan) will be available at your request. 

  

Please read the additional information provided with this form. Checklist of attachments. 

  

SIGNATURE 

I agree to take part in this study. 

  

Participant ________________________________ Date _____________________ 

  

ATTACHMENT: Sample Study Plan 

NCI's Informed Consent Working Group: Index Page 

