

A RANDOMIZED PHASE III TRIAL OF IRINOTECAN (CPT-11) AND/OR OXALIPLATIN PLUS 5-FLUOROURACIL (5-FU)/LEUCOVORIN AFTER CURATIVE RESECTION FOR PATIENTS WITH STAGE III COLON CANCER

•What is the purpose of this study?
We are conducting this research study to compare three combinations of drugs to find out which combination best prevents your colon cancer from coming back and extends your life. We are also interested in the side effects you have from the drugs, your quality of life, and how your habits, like smoking and eating, affect your cancer.

•What is the plan for the study?

We plan to enroll 3750 patients like you in this study.  You will receive a combination of drugs that may include Irinotecan (CPT-11), 5-fluorouracil (5-FU), and leucovorin, which are drugs approved for treatment of colon cancer.  We may also use oxaloplatin, an experimental drug for colon cancer.  The combination of drugs you get will be chosen by chance, like picking a name out of a hat.  Each person participating in this study has an equal chance of receiving one of three combinations of drugs.  You will be treated with a combination of drugs for 24 weeks (6 months).  The study doctors will continue to check on your condition for five years.


Here is how you will be treated every 2 weeks or 14 days which is called a “Cycle.”  You will have 12 cycles.  You will one of the three combinations: 1) combination 1 for 12 cycles; 2) combination 2 for 12 cycles; 3) combination 1 for 6 cycles followed by combination 2 for 6 cycles.

	Before the study begins
	
	Cycle 1
	Cycle 2

	
	
	Day 1
	Day 2
	Days 3-14
	Day 15

	· Chest x-ray

· Blood tests

· Urine tests

· Physical exam

· CT & MRI scans

· Tissue samples from surgery

· Survey

· Pregnancy test
	Combination 1
	· oxaloplatin and leucovorin injected (2 hours)

· 5-FU injected (by pump for 1 day)
	· leucovorin injected (2 hours)

· 5-Fu injected (by pump for 1 day)
	Rest
	New cycle starts;  repeat Day 1

	· 
	Combination 2
	· CPT-11 injected (90 minutes)

· leucovorin injected (2 hours)

· 5-FU injected (by pump for 1 day) 
	· leucovorin injected (2 hours)

· 5-FU injected (by pump for 1 day)
	Rest
	New cycle starts; repeat Day 1

	· 
	Combination 3
	Patients assigned to combination 3 will switch between the drugs in combination 1 and the drugs in combination 2 every 6 weeks.  This means you will take all the drugs above, but not all at the same time.


Before you start the study you will get a number of tests listed above.  Researchers will gather genetic information from the tissue sample.  This genetic information will be used only for research—you will not be told the results and the results will not be put in your medical chart.

You will be asked to fill out surveys every twelve weeks.  The surveys ask questions about how you feel physically, your habits (like smoking and eating), your family history, and how you feel about being in this study.  It will take you about 90 minutes to take the surveys.

•What are the risks of being in this study?

The following are side effects you might experience from the drugs in this study.  There may be unknown side effects, especially from mixing the different drugs.  You and your partner must use effective birth control, as these drugs may harm a fetus.

Combination 1 (oxaloplatin, leucovorin, 5-FU) Known Side Effects

	Common (More than 5% of Patients) 
	Rare (Less than 1% of Patients) 

	· Frequent bowel movements

· Higher risk of infection or bleeding

· Nausea and vomiting

· Tightness in throat and trouble swallowing

· Fever

· Numbness or tingling in hand or feet

· Sores in mouth

· Diarrhea

· Skin rash

· Thinning of the hair
	· Nausea and vomiting requiring hospitalization

· Inflamed bowel

· Confusion or other mental problems

· Feeling of imbalance and unsteadiness of movement

· Blurred vision

· Rapid heart beat

· Abnormal liver function

· Severe bowel infection

· Anemia and kidney damage

· Temporary need for kidney dialysis

· Scarring of the lungs with difficulty breathing

· Fatigue

· Eye reactions like watery eyes

	Less Common (1-5% of Patients )
	· 

	· Soreness, pain, or irritation where drug is injected, with possible vein discoloration
	· 


Combination 2 (CPT-11, leucovorin, and 5-FU) Known Side Effects

	Common

(More than 5% of Patients)
	Less Common

(1-5% of Patients )
	Rare

(Less than 1% of Patients)

	· Diarrhea

· Sores in mouth

· Higher risk of infection or bleeding

· Nausea and vomiting

· Dehydration

· Tiredness or fatigue

· Hair loss

· Fever

· Flushing

· Stomach cramps

· Skin rash
	· Trouble breathing

· Higher risk of blood clots
	· Sore mouth

· Bleeding intestines

· Problems with liver or kidneys

· Constipation

· Excessive sweating

· Moistness of mouth

· Eye reactions like watery eyes

· Vein discoloration or irritation

· Slow heartbeat

· Nasal congestion

· Unsteadiness of movement


Combination 3 (Alternating between Combinations 1 and 2) Known Side Effects

	If you are assigned to Combination 3 you may have side effects from either Combination 1 or Combination 2.  But, you should not have side effects from both combinations at the same time.


•What are the benefits of being in this study?

While we hope these treatments will reduce the chance of your colon cancer returning, we cannot guarantee it.  The information from this study will help future patients.

•What choices do I have other than being in this study?

You do not have to join this research study and you can quit at any time.  If you decide not to join this research study, your alternatives include standard chemotherapy for this condition, probably using 5-FU and leucovorin;  other experimental treatments; and care to keep you as comfortable as possible.  While we do not recommend this, you can also get no further treatment.

•How much of my treatments will I have to pay for?

The National Cancer Institute and Sanofi Synthelabo will provide Oxaliplatin to you free of charge, and Pfizer will provide Irinotecan to you free of charge.  If either of these drugs are approved during the time you are on this study, you or your health plan may have to start paying for them.  You or your health plan will have to pay for all test and procedures needed for your regular medical care.  This includes 5-fluorouracil and leucovorin, some costs related to oxaliplatin, and drugs and treatment to help you control side effects from the study drugs.  Before you join the study you should talk to your insurer to see how much you will have to pay personally for treatment.
•Who will be able to see my medical information?

Your medical information may be given to the members of the research team and to employees at the National Cancer Institute, Sanofi-Synthelabo, the Food and Drug Administration, the Office for Human Research Protections, and other organizations that protect people in research studies.

To stop authorization of use of your medical information you must write:  Somebody Somewhere, At A Very Official Place, Some Particular Street, In A City, State, Zipcode

SAMPLE TISSUE CONFIDENTIALITY:

One part of this research study is storing your blood and tissue samples for future research.  The samples are stored under a code name, so that they can be used without anybody knowing that they are yours. The samples may be used in work that results in new medical products.  But, you will not be paid for the samples even if they result in a new product.  You can still take part in this study without having your blood or tissues stored for future research.
If you change your mind about allowing your samples to be stored for future research and want the sample to be destroyed, write to:  Protocol Development Coordinator, N0147, North Central Cancer Treatment Group (NCCTG) Operations Office, 200 First Street SW, Rochester, MN 55905

•Who can I talk to for more information about this study?

To talk or ask questions about this research study you can contact:  Somebody Somewhere, At A Very Official Place, Some Particular Street, In A City, State, Zipcode

Signature of Participant:_________________________    Date:__________

Do you allow the study to store your tissue samples for future research?  Yes__   No__

Printed Name of Individual Asking For Consent:_________________________

Signature of Individual Asking For Consent:________________________   Date:__________

