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Donor Consent

IRB #
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Donor Informed Consent to Participate in Research

	



This is a consent form for a research study.  This clinical trial is a research study to determine better treatment for patients with Multiple Myeloma (MM).  

We invite you to join this study because:

· Your brother or sister has multiple myeloma (mm)

· Your blood stem cells are a match for your brother or sister

· Their disease may be treated by a blood stem cell transplant, and
· They want to join the MM research study

It is very important for you to know your choices before you decide to join a research study.

Your sibling who has multiple myeloma may be helped by a blood stem cell transplant (SCT).  Stem cells are cells found in the bone marrow and blood stream that rebuild your blood, bone marrow and the immune system.  

This study uses two sources of blood stem cells for transplant:  autologous and allogeneic.

· An autologous transplant uses blood stem cells collected from the patient 

· An allogeneic transplant uses blood stem cells collected from a brother or sister who are a tissue match with the patient.

Doctors currently use both sources of blood stem cells for transplants.  At present autologous transplants are considered standard therapy for multiple myeloma.  Allogeneic transplants as planned in this study are considered investigational. Information from this study will help doctors understand the best treatment choices for MM.  

We determined that you are a tissue-match to your sibling by testing your blood.  We tested to see if your antigens matched your sibling’s antigens.  Since all of these antigens matched, your sibling is a tissue-match with you.  

This consent describes the collection of stem cells from your blood to transplant into your sibling.  The donation process for stem cells is not experimental.  The treatment for your sibling is part of a research clinical trial.

Patients will first have a transplant using their own cells.  A few months after they have recovered from their first transplant, patients with a matched sibling donor will receive blood stem cells from their matched sibling.  Patients who do not have a matched sibling donor will have a second autologous transplant.

This consent form outlines the process, potential risks and benefits of donating your stem cells for transplantation into your sibling.

1.
Name of the Donor

2.
Title of the Research Study

A Trial of Tandem Autologous Stem Cell Transplants +/- Post Second Autologous Transplant Maintenance Therapy Versus Single Autologous Stem Cell Transplant Followed by HLA-Matched Sibling Non-Myeloablative Allogeneic Stem Cell Transplant for Patients with Multiple Myeloma

3a.
Principal Investigator Contact Information

Insert name, affiliation, and contact information

3b.
Contact information for emergencies after hours or on weekends or holidays

Call (###) ### - ####, the in-patient Bone Marrow Transplant Unit.  Ask to speak to the Charge Nurse.

4.
Sponsor and Source of Funding

The National Institutes of Health (or NIH), provides financial support for this study through the Blood and Marrow Transplantation Clinical Trials Network (BMT CTN).  

5.
What will be done if you take part in this research study?

You will undergo a brief medical evaluation and a series of blood tests to prepare for the possible stem cell donation.  The following tests and procedures will be done:

· Medical history, physical examination

· Blood tests

· Urine tests

· If you are a woman able to have children, a blood test to check for pregnancy will be done.  If you are pregnant, you cannot take part in this study.

· Other tests, such as a chest x-ray or electrocardiogram (ECG or EKG, a picture of the electrical action of the heart) will be done if your physician feels it is necessary.

If your medical evaluation shows any problems or concerns, you will be told about them.  This will be kept private and not shared with your sibling unless you agree.

Procedures:

Only a small quantity of stem cells is normally present in the blood.  A drug called G-CSF (granulocyte-colony stimulating factor) can increase the number of these stem cells in the blood.  This drug allows enough stem cells to be collected from you for transplantation into your sibling.

If the medical exam and blood tests confirm that you are a suitable donor, you will receive injections of G-CSF into the skin (like an insulin injection) once a day for 5 days to stimulate the release of your stem cells into your blood.  You must come to the donor center or clinic each day for the G-CSF injections unless these can be arranged at home.

On the fourth and fifth day of G-CSF injections (and possibly the sixth day) you will go to the donor center to have stem cells collected by a machine called a blood cell separator.  The procedure of collecting stem cells is called apheresis.  Each apheresis procedure takes about 4 to 6 hours.  The procedure of collecting stem cells involves removing blood from a vein in one arm, passing the blood through the machine where stem cells are collected, and the rest of your blood cells and plasma (the liquid portion of your blood) are returned to you through a vein in your other arm.  This procedure will involve placing a needle in each of your arms, collecting the cells over approximately four to six hours during which time you will be required to lie relatively still.  If the veins in your arms are not large enough for the needles, you will need to have a temporary central venous catheter placed to collect your stem cells.  A central venous catheter is a sterile flexible tube that will be placed into a large vein under local anesthesia.  Your physician will explain this procedure to you in more detail and you will be required to sign a separate consent form for this procedure.

Sometimes, not enough stem cells are obtained with two aphereses.  If this occurs, you will need to undergo a third apheresis procedure to try to collect enough stem cells.

This process will not deplete your blood and bone marrow of stem cells.  Healthy people have sufficient stem cells following the collection (aphereses) to produce a normal level of blood cells and the body will replace the lost stem cells with new ones.

You will be weighed and have blood tests (1-2 teaspoons) including a complete blood count before each collection.  We repeat the complete blood count after each apheresis procedure.  

The following table summarizes the schedule and procedures you undergo when donating stem cells.

	DONATION SCHEDULE



	Day 1
	Day 2
	Day 3
	Day 4
	Day 5
	Day 6
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G-CSF (16 (g/kg/SQ) injection
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	You may 
need to do 
another day
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Weight measured and blood tests done
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	You may 
need to do another day
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(Apheresis)

Blood stem cell collection
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	You may 
need to do another day
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Blood cells counted
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	You may 
need to do another day




6.
How long will I be in the study?

You will be in the study for up to several months from the time you sign the consent until approximately one month after stem cell collection.  The actual process of taking G-CSF and then collecting your stem cells though takes less than a week.  You will be contacted by phone approximately 30 days after initiation of G-CSF.  You will be asked to answer questions about your health since your stem cells were collected.

7.
Will you provide blood samples for research?

Research Blood Samples

Genetic material is any sample of tissue, blood, fluid, etc. obtained from you during the study.  With your permission, 3-5 teaspoons from your blood stem cell collection will be collected and stored to be used solely for research purposes.  The samples will be stored for future studies that will look at responses to treatment based on factors not yet known.  Your confidentiality will be maintained because no identifying markers (name, etc.) will remain with the sample.   

All BMT CTN research samples will be paired with the respective donor or recipient sample and given unique bar code designations that cannot be linked back to the donor or the recipient.  All research samples will become property of the NHLBI after conclusion of the BMT CTN Protocol #0102 study.  An NHLBI Biologic Specimen Repository Utilization Committee will advise NHLBI on requests for samples to perform research with these anonymous samples.  If an Investigator’s request for these samples is approved by the committee, the NHLBI may provide a panel of the specimens requested using unique code numbers.  Laboratory test results, clinical information, etc., associated with the coded samples are provided to the Investigator only after completion of the main protocol.  Samples sent to researchers cannot be linked with any remaining sample at the repository.
If you agree to allow your blood stem cells to be kept for research, you are free to change your mind at any time.  We ask that you contact {Principal Investigator} in writing and let him know you are withdrawing your permission for your blood to be used for research.  His mailing address is on the first page of this form.  

You are free not to take part in this additional future research.  There will be absolutely no change in your care as a result of your refusal to give these additional samples.  Refusal to participate does not affect your sibling’s care.  Please indicate your choice below: 

· I agree to provide blood stem cells for future research.

· I do not agree to provide blood stem cells for future research.

____________________________________                                        _______________________

Signature                                                                                                  Date

8.
What are the possible discomforts and risks?

There may be side effects from taking G-CSF and donating stem cells.  The G-CSF and apheresis may cause some, all or none of the side effects listed below.  You should discuss these with your doctor. In addition, there is always the chance of new, unexpected or previously unknown side effects.  Other drugs will be given to make side effects less serious and less uncomfortable.  Many side effects go away shortly after the G-CSF and apheresis is stopped, but in some cases side effects can be serious, long-lasting, permanent or life threatening.  Death is very rare, but possible.  

Your physician and the apheresis nurse will check you closely to see if any of these side effects are occurring and routine blood tests will be done to monitor the effects of treatment.

Risks and side effects include:

G-CSF: Less than ½ teaspoon (2 ml) G-CSF will be injected under your skin each day.  Injection of G-CSF under the skin could cause some local pain or burning sensation at the injection site.  Most people experience varying levels of pain in their bones when treated with this drug.  The pain is usually relieved with acetaminophen (Tylenol() or ibuprofen (Motrin(, Advil().  Aspirin or aspirin containing drugs must not be taken during G-CSF administration and for two weeks after your last apheresis collection procedure without physician approval.  Other, less frequently reported side effects of G-CSF include skin rash, headaches, muscle aches, nausea, vomiting, muscle cramps and trouble sleeping.  These symptoms usually go away within a few days after stopping the drug.  Other rare potential side effects include signs of allergy such as a rapid heart rate, dizziness, shortness of breath, itching or rash.  Temporary changes in laboratory values that monitor liver and bone changes can also occur.  These return to normal after stopping the drug.  Rarely, normal donors receiving G-CSF have experienced swelling of their spleen and on occasion, internal bleeding from rupture of the spleen.  Symptoms of this side effect are pain in the upper left-side just below the rib cage, general fatigue and weakness, or loss of consciousness from low blood pressure.  Rupture of the spleen can be very serious and is potentially life threatening.  Management of this problem could require blood transfusions or surgery.  G-CSF could cause your white count to be very high which will be monitored when your white blood cell count is measured.  If it becomes too high, the dose of G-CSF will be reduced.  Other, unanticipated side effects may occur which have not been reported before.  If you have any unusual symptoms, you should report them immediately. 

Long-term (beyond one year) safety data on G-CSF administered to normal, healthy people is limited, but so far has not identified any late problems for donors.  Possible interactions of 
G-CSF with other drugs have not been fully evaluated; therefore, it is important that you report all drugs, both prescription and non-prescription to the donor center.  There is a theoretical possibility that G-CSF can accelerate the growth of tumors or cancers, although currently there is no evidence of this effect, and therefore the possibility cannot be excluded.  

Apheresis (collection of stem cells from the blood stream): If possible, apheresis will be done through your veins.  The needle insertion used for the apheresis procedure may cause local bruising and infection in the vein or on the skin around the vein.  The bruising resolves on its own and has no additional risks.  An infection would be treated with antibiotics.  

To prevent clotting, your blood will be thinned with citrate (an anticoagulant) during the apheresis procedure.  Citrate decreases the calcium in the blood sometimes causing temporary numbness or tingling of the fingertips or around the mouth.  Should you experience any numbness, you must tell the nurse operating the machine.  If not corrected by replacing calcium, this complication could progress to severe muscle cramps while your calcium is low.  Other possible side effects of the collection procedure include lightheadedness, nausea or more rarely, fainting due to temporary lowering of the blood pressure.  Stopping the procedure and giving intravenous fluids can correct this.  Occasionally, the filtering process also removes platelets (the cells that help the blood to clot).  If your platelet count falls low enough to place you in danger of bleeding (less than 30,000 ml), any further collection will be postponed until a replacement transfusion is given.  

You will also lose some platelets with the stem cells.  If your platelet count drops low enough to place you in danger of bleeding any further collections will be delayed until your platelet count increases.

Central Venous Catheter: If your arm veins are too small to allow apheresis, you will require a central venous catheter to donate cells.  A central venous catheter is a flexible sterile tube that will be placed into a large vein so that blood can be withdrawn more easily and with less discomfort.  This tube is placed under local anesthesia.  There is considerable experience with the use of central venous catheters.  Complications include blood clots and infection.  Clotting may necessitate removal of the catheter or treatment of the clot by injecting a medicine (streptokinase or urokinase) that dissolves blood clots.  If you develop an infection you will require treatment with antibiotics and your catheter may need to be replaced.  Other uncommon side effects may include swelling of the face and arm and/or lung collapse.  If the lung collapses, it may be necessary to place a tube between the ribs to allow the lung to re-expand.  There are no long-term effects once it has resolved.
Venipuncture: Drawing blood from a vein is painful (like a pin-prick) and may be associated with bleeding into the skin (bruising).  Very rarely it may result in an infection.  

Risks to the Unborn: Since the G-CSF and apheresis used in this study can affect an unborn baby, you should not become pregnant or father a baby while on this study.  Since it is also not known how apheresis affects breast milk, you should not nurse your baby while on this study.

You can not be pregnant and be in this study

9a.
What are the possible benefits to you for taking part in this study?

There is no direct medical benefit to you for taking part in this study. 

9b.
What are the possible benefits to others?

The possible benefit to your sibling may be improvement in the control of their multiple myeloma and possibly prolonged survival.  We hope the information learned from this study will benefit other patients with multiple myeloma in the future.

10.
If you choose to take part in this study, will it cost you anything?

There is no financial benefit to you by participating in this treatment protocol.  Usually, the insurance policy of the stem cell recipient will cover the cost of the donor evaluation and stem cell collection.  The transplant coordinator will help you identify insurance coverage before you incur charges for your evaluation and donation.  If you have concerns or questions regarding coverage or potential charges, you should contact (contact person’s name) at (###) ### - #### to review the situation.

11.
Will you receive compensation for taking part in this research study?
No.

12.
What if you are injured because of the study?
You agree to take the risks listed above.  If you experience an injury that is directly caused by this study, only the professional medical care you receive at the [participating clinical facility] will be provided without charge.  Hospital expenses will be paid by you or your insurance provider.  No other compensation is offered.  By signing this form, you have not waived any of your legal rights.  If you have any questions about injuries, you should contact [insert name] at (###) ###-####.

13.
What other options or treatments are available if you do not want to be in this study?
Participation in this study is entirely voluntary.  You are free to refuse to be in the study and your refusal will not influence current or future health care you receive at this institution.  

Instead of being in this study, your sibling may have these options:

· Treatment with other drugs or combination of drugs.

· Autologous or allogeneic stem cell transplant.

· No therapy at this time, with care to help them feel more comfortable.

Your sibling may receive these treatments at this or other centers even if you or they choose not to take part in this study.

14a.
How can you withdraw from this research study?

You may stop participating at any time.  However, if you decide to stop participating in the study, we encourage you to talk to the study doctor first.  Your sibling will have chemotherapy and receive an autologous stem cell transplant approximately 60 to 120 days before your stem cells are needed.  Leaving the study early may affect your sibling’s treatment.

If you decide to withdraw, we ask that you notify [Principal Investigator] in writing; his/her mailing address is on the first page of this form.  

If you have any questions regarding your rights as a donor, you may call the Institutional Review Board (IRB) office at (###) ###-####.

14b.
If you withdraw, can information about you still be used and/or collected?

If you withdraw from the study, we will ask your permission to continue using all information about you that has already been collected as part of the study prior to your withdrawal.  
14c.
Can the Principal Investigator withdraw you from this research study?

Your doctor may decide to take your sibling off this study if their condition becomes worse, side effects of their treatment are severe or life threatening, or the treatment is no longer in their best interest.  If your sibling leaves the study there will be no need for you to donate stem cells.

Your doctor may also decide to take you off this study if the G-CSF or apheresis causes severe, unmanageable or life threatening side effects in you.
15.
How will your privacy and the confidentiality of your research records be protected?
Study records that identify you will be kept confidential as required by law.  You will not be identified by name in the study records.  Your records will be assigned a unique code number.  The key to the code will be kept in a locked file in the Data and Coordinating Center.  Authorized persons from [Clinical Center Name], the hospital or clinic (if any) involved in this research, and the Institutional Review Board have the legal right to review your research records and will protect the confidentiality of them to the extent permitted by law.  This research study is sponsored and conducted under the authority of the National Institutes of Health; therefore, the sponsor and the sponsor’s agent also have the legal right to review your research records.  Otherwise, your research records will not be released without your consent unless required by law or a court order.

If the results of this research are published or presented at scientific meetings, your identity will not be disclosed.

16.
Expiration Date for Retention of Records

The study results will be retained in your research record for at least six years or until after the study is completed, whichever is longer.  At that time either the research information not already in your medical record will be destroyed or your name and other identifying information will be removed from such study results.  Research information in your medical record will be kept indefinitely.

17.
How will the researcher(s) benefit from your being in this study?
In general, presenting research results helps the career of a scientist.  Therefore, the Principal Investigator may benefit if the results of this study are presented at scientific meetings or in scientific journals.  In addition, the sponsor is providing funds to the Principal Investigator to facilitate the conduct of this study.

18.
HIPAA1 authorization to use and disclose individual health information for research purposes

a.
Purpose:  As a research participant, I authorize the Principal Investigator and the researcher’s staff to use and disclose my individual health information for the purpose of conducting the research study entitled A Trial of Tandem Autologous Stem Cell Transplants +/- Post Second Autologous Transplant Maintenance Therapy Versus Single Autologous Stem Cell Transplant Followed by Matched Sibling Non-myeloablative Allogeneic Stem Cell Transplant for Patients with Multiple Myeloma.

b. Individual Health Information to be Used or Disclosed: My individual health information that may be used or disclosed to conduct this research includes: demographic information (e.g., age, date of birth, sex, weight), medical history (e.g., diagnosis, complications with prior treatment) and physical examination findings.

c. Parties Who May Disclose My Individual Health Information:  The researcher and the researcher’s staff may obtain my individual health information from (list hospitals, clinics or providers from which health care information can be requested).

	

	

	


d. Parties Who May Receive or Use My Individual Health Information:  The individual health information disclosed by parties listed in item “c.” above and information disclosed by me during the course of the research may be received and used by the following parties:

· Principal Investigator and the researcher’s staff

· Dr. David Maloney, Study Chairperson and staff/laboratories at Fred Hutchinson Cancer Research Center

· Dr. Amrita Krishnan, Study Chairperson and staff/laboratories at City of Hope National Medical Center

· National Heart, Lung and Blood Institute (NHLBI) and National Cancer Institute (NCI), both of the National Institutes of Health (NIH), study sponsors

· Blood and Marrow Transplant Clinical Trials Network (BMT CTN), data coordinating center

· Southwest Oncology Group (SWOG), clinical trials cooperative group

· U.S. government agencies that are responsible for overseeing research such as the Food and Drug Administration (FDA) and the Office of Human Research Protections (OHRP)

· U.S. government agencies that are responsible for overseeing public health concerns such as the Centers for Disease Control (CDC) and federal, state and local health departments

e. Right to Refuse to sign this Authorization:  I do not have the sign this Authorization.  If I decide not to sign the Authorization, I will not be allowed to participate in this study or receive any research-related treatment that is provided through the study.  However, my decision not to sign this authorization will not affect any other treatment, payment, or enrollment in health plans or eligibility for benefits.

f. Right to Revoke:  I can change my mind and withdraw this authorization at any time by sending a written notice to the Principal Investigator to inform the researcher of my decision.  If I withdraw this authorization, the researcher may only use and disclose the protected health information already collected for this research study.  No further health information about me will be collected by or disclosed to the researcher for this study.

g. Potential for Re-disclosure: My individual health information disclosed under this authorization may be subject to re-disclosure outside the research study and no longer protected.  Examples include potential disclosures for law enforcement purposes, mandated reporting or abuse or neglect, judicial proceedings, health oversight activities and public health measures.

h. This authorization does not have an expiration date.

19.
Further Information

If you have further questions concerning this project at any time, you are free to ask them of Dr._______________, who will be available to answer them.  His/her telephone number is located on the first page of this consent.

20.
Consent Instructions
To voluntarily become a participant in this research study I must confirm the following and sign below. 

*I have read all of the information in the Informed Consent and I have had time to think about it.

*All of my questions have been answered to my satisfaction.  If I did not understand any of the words or parts or this study, I asked the study doctor or the research staff to explain what I did not understand.  

*I voluntarily agree to be part of this research study and to follow the study procedures as directed.  I agree to keep the research staff informed of my current contact information.

*I have been informed that I may discontinue my participation in this study at any time.

*Signing this consent form is not a waiver of my legal rights.

*I have received a signed copy of this Informed Consent to keep for my reference. 

Subject Name (please print)

Subject Signature or Legal Representative (relationship)


Date & Time

Name of Individual Conducting Informed Consent Discussion 

(please print)

Signature of Individual Conducting Informed Consent Discussion

Date

Signature of Witness (where Applicable)




Date

I have fully explained the research study to the subject and answered all of the subjects questions.

Name of Principal Investigator or Authorized Representative 

(please print)

Signature of Principal Investigator or Authorized



Date

Representative










1 HIPAA is the Health Insurance Portability and Accountability Act of 1996, a federal law related to privacy of health information.
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