CLINICAL TRIAL INFORMATION SHEET

BLOOD AND MARROW CLINICAL TRIALS NETWORK (BMT CTN) PROTOCOL 0201

A Phase III Randomized, Multicenter Trial Comparing G-CSF Mobilized Peripheral Blood Stem Cell with 

Marrow Transplantation from HLA Compatible Unrelated Donors


WHAT IS THIS STUDY ABOUT?

· Different kinds of blood stem cells may give different transplant benefits.  This study will compare two types of unrelated blood stem cell transplant to see if one works better than the other.

WHO MAY JOIN?

Recipients who join this study project must:

· Be a child or an adult under the age of 67

· Have leukemia, myelodysplastic syndrome (MDS), or myeloproliferative disease

· Be healthy enough to have a transplant from an unrelated donor

HOW MANY PEOPLE WILL JOIN?

· 550 recipients at more than 38 medical centers will join the study over three years.
WHY IS THIS STUDY IMPORTANT?

· Information from this study will help doctors and future transplant recipients make better treatment choices.

· The study will also compare the physical side effects and how the donation experience affects the daily life of PBSC and marrow donors.

WHO WILL PAY COSTS?

· You or your insurance company will pay the bills for your medical treatment.
· You will not be charged for research tests.
WHAT CAN YOU EXPECT? 

· Half of the recipients on the clinical trial will receive an unrelated bone marrow transplant.  The other half will receive a peripheral blood stem cell transplant.

· For the study, you will have blood and medical tests on a scheduled basis.

· You will be asked to give blood samples for research at the same time.

· You can decide to not give these blood samples and still be on the study.

· If you are 16 years of age or older, you will be interviewed over the phone about your physical and emotional health before the transplant, then 6 months, 1 year, 2 years and 5 years after your transplant.

· You can decide not to do the interview and still be on the study.

· You can choose to skip any questions you wish.

· You will not directly benefit from being in this study.  Your taking part may help future transplant recipients.

· If you don’t want to be in the study, you may still be able to receive a transplant from a donor who matches you.

HOW LONG DOES THE STUDY LAST?

· You will be in the study for 5 years from the start of your transplant.

· The researchers may stop your participation in the study at any time if they are worried about your safety.

· Being in the study is your choice.  If you decide to be in the study, you will be asked to sign a consent form.  You can always decide to leave the study at any time.

WHO PROVIDES OVERSIGHT?

· The National Heart, Lung and Blood Institute and the National Cancer Institute with the Blood and Marrow Transplant Clinical Trials Network and its participating clinical sites.

WHERE TO GET MORE INFORMATION?
· Patricia Brennecke, Office of Patient Advocacy, National Marrow Donor Program - call 1-888-999-6743
· NIH web site: http://www.nih.gov/
· Center Name  _______________________

· Contact Person  ______________________
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