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You (meaning ‘you’ or ‘your baby’) are being asked to consent to the collection of blood from the umbilical cord that attaches your new baby to your placenta. The donated cord blood contains blood-making cells that could help treat another person with a life-threatening disease. Cord blood is normally thrown away with the umbilical cord and placenta after the baby is born. The donation of cord blood is entirely voluntary and at no cost to you. Your cord blood will become part of the national cord blood inventory and will be made available to patients around the country and around the world.  However, some cord blood units will be too small for human transplantation and will be used for research. 

Cord blood contains stem cells, which are cells that can build a new blood-making system in patients with a life-threatening disease, like leukemia.  These cord blood transplants can be done when a patient’s cell type matches the cord blood cell type.  Cord blood stem cells collected from healthy babies can be tested, frozen in a bank, and given to a matched patient when needed.  By collecting a very large number of cord blood samples, we hope to be able to 'match' all patients in need of a cord blood transplant.

The collection of the cord blood takes place after your new baby is born and the umbilical cord has been clamped and cut in the usual fashion.  The collection of cord blood takes place from the part of the cord that is still connected to the placenta, not to your new baby. The cord blood will be collected while your doctor/CNM waits for the placenta to deliver (which is usually about 15 minutes after the baby is born). The collection of the cord blood will not place either you or your new baby at any risk of injury. 

While doctors believe the collection of cord blood is important to help other people with serious diseases, your doctor/CNM has your health and that of your newborn baby as his or her primary concern.  If you agree to the donation, your doctor/CNM will try to collect the cord blood, but his/her primary concern will be you and your baby.  

The cord blood that is collected will be taken to The University of Colorado Cord Blood Bank in Denver where it will be tested, processed, and frozen.  As with the donation of blood for transfusion, it is important that infections are not transmitted with the blood. When blood is donated to a blood bank, volunteer donors are asked to fill out a confidential questionnaire about their risks for some infections (like AIDS/HIV, hepatitis, malaria). You will be asked similar questions.  You will also be asked some questions about family history to check for the possibility of an inherited disease that could be transmitted with the cord blood. You will not be responsible for any diseases given to the patient who receives the cord blood you donated. Both your identity and that of your new baby will be kept confidential to the fullest extent allowed by law.  While the University of Colorado Cord Blood Bank has to maintain a link between the cord blood and information identifying you, this will be protected by multiple levels of security. All information will be regarded a privileged and confidential. If your tests show that you have an infection, the University of Colorado Cord Blood Bank will notify your doctor/CNM in writing.  By law, hepatitis, syphilis and HIV tests that are positive will be reported to the Colorado State Health Department. 

PROCEDURES

If you agree to donate your baby’s cord blood, you will be agreeing to the following:

1.
Filling out a questionnaire with questions similar to those asked of all blood donors, along with questions about your baby’s family history (both on your and the father’s sides).  The questionnaire will take about 30 minutes to fill out.  This questionnaire will be confidential.  It is important to be honest.  If you do not wish to do this, please do not donate the cord blood to this project.

2.
The drawing of your blood for testing within 7 days of giving birth. About 30 ml (one ounce) will be taken from a vein by needle-stick and will be placed into four (4) separate blood tubes, the blood sample will be collected with the routine blood tests done on admission to the Birthing Center.
3.
The collection of your new baby’s umbilical cord blood after the cord has been clamped and cut.  

4. The testing of both your blood and your baby’s cord blood for certain infections that could be a risk to a transplant patient (these may or may not be a risk to you or your baby). These would include the infections that are screened for (by law) on all blood donors (AIDS/HIV, hepatitis, HTLV, and syphilis). Should any of these be positive, the University of Colorado Cord Blood Bank would notify the state health department and your doctor/CNM in writing and he or she would contact you, as positive results may have implications for your or your baby’s health.  Many women will have had these tests done during their prenatal checkups.  However, for this study they must be done within 7 days before delivery or within 48 hours after birth.  If the cord blood matches a patient (possibly years from now), other tests for infection will also be done on stored blood.  Specifically, a repeat test for AIDS/HIV and hepatitis, as well as other common viruses. As this may be many years from now, it may not be possible for the University of Colorado Cord Blood Bank to find you or your doctor/CNM if the results are abnormal.

5.
The shipping of the cord blood to the University of Colorado Cord Blood Bank and the use of the cord blood in the future as determined by the Cord Blood Bank Directors.

6. Allowing the review of your and your baby’s hospital charts, including the doctor’s examination of your baby (to check complications of the delivery and for signs of inherited disease), and release of the State of Colorado Department of Public Health’s newborn screening tests for genetic disease that are required by law.  The screening test looks for many rare diseases.  These records would be kept confidential.  The results of the screening test are routinely given to your doctor; therefore the University of Colorado Cord Blood Bank will not notify you.

      7.   We will enclose a postcard for you to update the University of Colorado Cord Blood Bank on the health of your baby in six months.  This information is important to know before we transplant the cord blood into another patient.  If we do not receive the card in six months, we may send you another postcard and/or call you to update the health status of your baby.

If a donated cord blood is not satisfactory for transplantation, it will either be discarded or used for medical research to improve the science of cord blood transplantation.

The University of Colorado Cord Blood Bank plans to obtain approximately 25,000 cord blood units over the next five years from mothers delivering babies in Northern Colorado and Denver area hospitals.

Once donated, the cord blood will become the property of The University of Colorado Umbilical Cord Blood Bank and could be released to treat a patient with a life-threatening disease. If the very rare occasion arises that your child develops a disease for which bone marrow transplantation might be needed, we encourage you to contact The University of Colorado Cord Blood Bank.  In that case, the physicians involved in this project would use security procedures to see if the cord blood unit was still in the Bank. If so, it would be made available to your child.. This would also apply if one of your other children (a full sibling) were to get such a disease. Once your cord blood has been collected, it is possible that it could be used for research being conducted by the Cord Blood Bank team rather than for the bank itself, as we are continually studying ways to improve cord blood transplantation. Although a small number of the cord bloods that we collect (less than 10%) will be used for research, it is not possible to predict in advance when this will occur, as it is dependent upon the experiments that are ongoing in the laboratory that day.  Additionally, a small percentage of the cords that we collect will have abnormal testing results (i.e., results indicating an infection), which would make them unacceptable for use in the bank.  In that case, the cells may also be used for research.

SIDE EFFECTS
Venipuncture.  All possible efforts will be made to collect the blood samples needed for testing at 

the same time blood is being drawn for routine tests ordered by your doctor/CNM.  When a needle is placed into you arm for a blood draw, it may hurt for a short period of time.  A small amount of bleeding and bruising may occur under the skin where the needles were placed.  There is also a small risk of a blood clot forming in the punctured vein (1 in 100).  There is a very small risk of infection or blood loss.

Complications of Cord Blood Collection.  There is no risk to you or your baby by the collection of cord blood after the birth of your baby.

ALTERNATIVES
You may elect not to allow collection and storage of your baby’s umbilical cord.  In that case, the blood will be discarded with the cord and placenta as is normally done.  You may elect to have the cord blood collected and stored for use by your child or your other children in case of the extremely rare possibility that your child develops a disease for which bone marrow transplantation is needed.  If this is your wish, you may contact the University of Colorado Cord Blood Bank and arrangements can be made for storage for use by your family.  
If there are inherited diseases in your family for which bone marrow transplantation is the treatment, please contact a member of the University of Colorado Bone Marrow Transplantation Program, Pediatric Division at (303) 861-6892 for special arrangements.

BENEFITS

There are no benefits to you or your new baby for participating in this study.  You will not be paid for donating the cord blood.

SOURCE OF FUNDING
The University of Colorado Cord Blood Bank described in this study is funded by the University of Colorado School of Medicine.  Your sample may be included in the National Cord Blood Inventory (NCBI). The NCBI is a federally supported program to assist in the collection of cord blood to be made available to patients through the federally authorized C.W. Bill Young Cell Transplantation Program.
COSTS OF THIS PROGRAM
You will not be charged for the collection, testing, storage, or donation of your baby’s cord blood to the University of Colorado Cord Blood Bank, a public blood bank. 

VOLUNTARY PARTICIPATION AND RIGHT TO WITHDRAW 
The donation of cord blood is entirely voluntary.  You understand that you are free to withdraw your consent to participate in this treatment program at any time.  Refusal to participate will involve no penalty.  If you do not take part in or withdraw from the study, you will continue to receive your usual medical care.  If you withdraw from the study after your cord blood and/or maternal samples have been donated to the bank, those specimens will be discarded immediately.

OBTAINING ADDITIONAL INFORMATION
You are encouraged to ask questions at any time if any part of this study is unclear to you.  You have the right to have your questions answered.  Any significant new findings that may develop during the course of this study which might relate to your continued participation in this study will be given to you.  Based on the results of transplantation or other findings in the future, we may want to contact you for further evaluation and possible testing.  If you have questions contact the University of Colorado Cord Blood Bank (303) 724-1306, its staff are available to answer your questions.

If your doctor/CNM feel at any time that continued participation is not in your best interest, they may decide not to collect cord blood without your consent.

If you have questions regarding your rights as a research subject, please call the Poudre Valley Hospital’s IRB coordinator, Kim Woods-McCormick, RN, MS 970-495-7333.

CONFIDENTIALITY
When results of this or associated studies are reported in medical meetings or in medical journals, the identity of all participants is withheld.  Confidentiality of your medical records is maintained according to University of Colorado policy. 

Records that identify you (including your medical records) and the consent form signed by you, may be looked at by the following people:

· Federal agencies that oversee human subject research

· Colorado Multiple Institutional Review Board

· The investigator and research team for this study

· Regulatory officials from the institution where the research is being conducted, to ensure compliance with policies or monitor the safety of the study.  

Non-computer based protocol related data are stored in Dr. Freed’s office in the School of Medicine Room 4627A and in locked files on the third floor of the Bioscience Park Center on Montview Blvd on the Fitzsimons campus, Aurora, Colorado.
Computer data are maintained in the UCCBB-CBBM database in file server structures.  The computers themselves are located in a locked room, which is only available through a coded door lock to authorized University of Colorado Cord blood Bank staff.  Patient specific information is only available to authorized users through a three level password system.  1) Password at the workstation level, 2) password identifying the database product, 3) individual password, which limits accessibility to specific areas based upon level of need of the personnel.  Passwords at the third level are changed every three months.  

COMPENSATION FOR INJURIES SUSTAINED DURING THIS PROGRAM
Immediate necessary care is available should you be injured from participating in this program.  However, there is no provision for free medical care or for monetary compensation for such injury.
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