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 FRED HUTCHINSON CANCER RESEARCH CENTER 
 UNIVERSITY OF WASHINGTON SCHOOL OF MEDICINE, 
 DEPARTMENT OF MEDICINE, DIVISION OF ONCOLOGY 
 SEATTLE CHILDREN’S 
 
Consent to Participate as a Donor of Mobilized Peripheral Blood Mononuclear Cells to Provide Cells 
for Laboratory Research Studies 
 
Principle Investigator: Shelly Heimfeld, Ph.D., Associate Member, FHCRC (667-4004); Paul A. 
Carpenter, M.D., Assistant Member, FHCRC (667-3786); Oliver Press, MD, Ph.D., Member, FHCRC 
(667-1872); Beverly Torok-Storb, Ph.D., Member, FHCRC (667-4549); Michael Linenberger, M.D., 
Associate Member, FHCRC, Associate Professor of Medicine, UW, (667-5021). 
 
Emergency Phone  (24 hours):  (206) 598-8902;  FAX:  (206) 598-4034 
 
 Why have I been asked to take part in this research study, and who is in charge of it? 
Patients in research studies include only those who choose to take part. You are being asked to take part in 
this study because you have agreed to be a donor.   
 
Doctors at the Fred Hutchinson Cancer Research Center (FHCRC), the University of Washington (UW), and 
Seattle Children’s (SC) are conducting this study. 
 
 Why is this research study being done? 
Stem cells, which previously could only be obtained from bone marrow, can now be isolated from the 
peripheral blood.  These peripheral blood stem cells (PBSC) are increasingly being used as the preferred 
source for transplantation after high-dose therapy.  The number of stem cells in peripheral blood can be 
greatly increased by giving injections of growth factors.  This leads to mobilization of some of the stem cells 
from the bone marrow into the peripheral blood where they can more easily be collected by a leukapheresis 
procedure.  Our purpose is to collect these PBSC for laboratory research studies.  This research may involve 
analysis of your DNA.  Genetic analysis techniques can be used to better understand cancer and other 
diseases. 
  
 What is involved in the study? 
You will be given injections of a bone marrow stem cell growth stimulant (G-CSF) daily for 4 consecutive 
days.  This will lead to an increase in the number of stem cells in your blood.  Your white blood cells, which 
contain a small number of these stem cells, will be collected by a procedure called leukapheresis. 
Leukapheresis is a process by which blood passes through a machine (continuous flow centrifuge) that 
separates and collects a fraction of the donor's white blood cells while returning the other liquid and cellular 
portions of the blood back to the donor. These white blood cells will then be used for research studies. 
 
Initially, a needle will be placed into a vein on each arm to allow for the removal and return of your blood.  
Small volumes of your blood will continuously flow into the leukapheresis machine. The machine will 
continuously separate out and collect your white blood cells, and then return the other portions of your blood 
to you. The entire procedure will take 3-4 hours.  Your leukapheresis will be done at the Seattle Cancer Care 
Alliance (SCCA) or BloodWorks Northwest (BWNW).  
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Animal studies and studies in patients indicate that G-CSF given over 1-2 weeks in the doses you will receive 
is safe without major side effects.  We have given various doses of G-CSF to over 100 healthy individuals 
without side effects other than bone pain.  G-CSF will produce a high white blood cell count in your blood.   
A fraction of these cells are capable of functioning as marrow cells.  We expect that G-CSF will cause your 
white blood cell count to increase and then to return to normal in 2-3 days after stopping G-CSF. 
 
You will not be allowed to donate if you (1) have donated blood within the last 72 hours, (2) have symptoms 
of an infection including a "cold," (3) have undergone leukapheresis within the past 3 weeks, (4) are pregnant, 
(5) are less than 18 or greater than 70 years of age.  Individuals must meet all eligibility criteria outlined for 
routine blood bank donation by BloodWorks Northwest.  Therefore, blood specimens from each donor within 
30 days before or at the time of each donation will undergo routine blood bank tests for viruses that include 
screening for HIV, Hepatitis B, and C, Syphilis and testing of liver function.  If any of these tests clearly 
indicate an abnormality you will be notified and will not be accepted as a donor. 
 
 What are the risks of the study? 
 

Leukapheresis:   
 

Occasionally, a donor may experience side effects during this procedure. It is important that the 
apheresis staff be made aware of any adverse symptoms you might experience. There may be 
some discomfort and perhaps bruises from needle sticks. You may experience a sour taste in the 
mouth and/or numbness and tingling around the mouth, feet or hands. This is caused by one of 
the anticoagulants (ACD) added to the blood. If this occurs, please notify the technician, as 
slowing the rate of infusion may eliminate the problem. Anticoagulants are necessary to prevent 
the blood from clotting when it circulates in the machine. The anticoagulant is typically 
metabolized by the body within four hours. Significant clotting in the machine or malfunction 
of the centrifuge bowl may cause the collection to be stopped and could result in the loss of 
approximately a half pint of your blood. If you experience side effects, you may ask to 
withdraw from the study. 
 
Your platelet count may decrease by 30-50% at the end of the procedure. This decrease in platelet count 
will not affect your blood's ability to form clots in the event of subsequent cuts or injuries. The number of 
white cells removed by this procedure will quickly be replaced by new cells and there is no associated 
increased risk of susceptibility to infections. The most common risk is a temporary (1-2 day) decrease in 
your red blood cell count. This mild anemia should cause no symptoms and you should quickly make 
new cells to replace those donated. 

 
GCSF Administration: 
 
There is a minor amount of discomfort from the daily injections with G-CSF.  There may be some 
discomfort and perhaps bruises from needle sticks. Occasionally, patients complain about bone aches on 
the 3rd or 4th day of the injections.  Other donors have reported flu-like symptoms (headache/nausea) and 
light-headedness.  Although long-term complications have not been observed in patients following G-
CSF administration, this possibility cannot be excluded. Rupture of the spleen has been reported as a rare 
and unusual occurrence. The short-term effects following the administration of G-CSF are dose and 
schedule related, but usually are mild and treatable with analgesics. Moderate to severe short-term effects 
are less common and only rarely require that G-CSF be discontinued.   
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 Are there benefits to taking part in this study? 
Donors will receive no direct benefit from the donation of these cells.  The benefits to other persons will be 
indirect and arise from the results of the research on these cells. 
 
 What other options are there? 
The alternative is not to participate as a donor. 
 
 How will information about me be kept private? 
We will try to keep your personal information as private as we can.  We cannot guarantee absolute privacy.  
Your personal information may be disclosed if required by law.   
 
Tissue collected, records and information may be inspected and/or copied for quality assurance and data 
analysis by the following groups: 
 Fred Hutchinson Cancer Research Center (FHCRC),  
 University of Washington (UW),  
 Seattle Children’s (SC),  
 Seattle Cancer Care Alliance (SCCA),  
 The National Institutes of Health (NIH), 
 Office for Human Research Protections (OHRP),  
 Institutional Review Board (IRB). 
 Food and Drug Administration (FDA)  
 BloodWorks Northwest (BWNW) 
 
"Federal regulations and the policies of the University of Washington (UW Medicine), the Seattle Cancer 
Care Alliance (SCCA) and BloodWorks Northwest (BWNW) require that certain information about your 
participation in this research be made a part of your permanent medical record. If you do not already have a 
medical record at UW Medicine, SCCA or BWNW, one will be created for you even if your only connection 
with them is as a research subject. 
 
 
The information in your permanent medical record will include: 
 
·         Name of the study 
 
·         Name of the group or company that is paying for the research  
 
·         The number the group or company assigned to this study 
 
·         The name of the researcher 
 
·         The name of the study coordinator 
 
·         Contact phone number for the study 
 
·         Contact email address for the study 
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·         Emergency phone number for the study 
 
·         Expected start and end dates for your time in the study 
 
·         Whether this study includes healthy volunteers 
 
No information about research procedures or test results from 985-collected products will be put into any 
patient or donor medical records.  Once the products are collected, they will be de-identified for subsequent 
study results. 
 
In the future, if you give permission to any person or group to look at your medical record (such as an 
insurance company or employer), they could receive this research information. If you have already given 
permission to anyone (such as your life or health insurance company) to look at your medical record, they 
may receive this information if they ask for a copy of your medical record." 
    
Your personal identity will not be revealed in any publication or results.  Study records will be maintained 
indefinitely for the purpose of analysis and follow-up. 
 
 How is my genetic information protected? 
 
A federal law called the Genetic Information Nondiscrimination Act (GINA) helps protect your genetic 
information.  GINA restricts access to your genetic information so that it cannot be used for health insurance 
coverage decisions. GINA won't allow health insurance companies or group health plans to:   

 ask for your genetic information you have provided in research studies. 

 use your genetic information when making decisions regarding your eligibility or premiums. 

GINA does not help or protect you against genetic discrimination by companies that sell life, disability or 
long-term care insurance.   
 
 
 What about use of my tissue for research? 
An Institutional Review Board (IRB) must approve any future or new research study using your tissue or 
other specimens.  If we want to use them for a purpose not described in this consent form, we will send our 
request for a minimal risk approval to the IRB.  The IRB is a group of people who protect the rights and 
welfare of research subjects like you.  The IRB will tell us if we need to contact you and ask your consent to 
do the research. 
 
 Do I have to be part of the study? 
Your decision to participate in this study is voluntary. You may choose either to take part or not to take part in 
this research study.  You may decide not to participate in this study at any time, for any reason, without 
notice.   
 
 What are the participant costs? 
You will receive $300.00 each of the two days of your leukapheresis donation. You will receive $200.00 for 
receiving G-CSF. 
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You will be monitored carefully during the procedure.  Should medical problems arise, immediate treatment 
will be available by the attending physicians.  Compensation is not available for wages lost during or after the 
procedure, nor for hospitalization or long-term health costs resulting from your donation. 
 
 Who can I call if I have questions or problems? 
 If you have questions about the research or a research-related injury, please contact your apheresis attending 
physician or the apheresis staff at SCCA Apheresis, (206) 288-2120. FHCRC will pay for the costs of the 
leukapheresis and associated blood tests. 
 
If you have any questions about your rights as a research participant, please contact Karen Hansen in the 
Institutional Review Office of Fred Hutchinson Cancer Research Center at (206) 667-4867. 
 
 Where can I get more information about cancer and its treatment? 
You can call the Cancer Information Service at 1-800-4-CANCER or visit the National Cancer Institute’s 
Clinical Trials Web Site at http://www.cancer.gov/clinical_trials/. 
 
You can also get information at any time from the doctor in charge of your medical care in this study or one 
of the study investigators.
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CONSENT TO PARTICIPATE AS A DONOR IN THE RESEARCH STUDY 

I have read carefully the description of this study. I have a choice whether to be a donor in this study or not. I 
understand what is involved in being a donor. I have been told of the risks and benefits of being in this study. 
I have had the chance to ask questions about it, and all questions were answered to my satisfaction.  I now 
agree to take part in this research study. 
 
I also give permission to the people and organizations connected with this research study to review and copy 
my research records, both during the research and the long-term follow-up.  
 
________________________________ ________________________________ 
Research Participant  Date 
 
________________________________  
Type or print name of Participant  
  
 

MEDICAL STAFF PERSON’S STATEMENT 

I have discussed the above research program, including the study procedures.  I have discussed risks, 
benefits, and possible alternatives to being a donor, with the person signing above. All the elements of 
informed consent were reviewed and discussed with the subject.  Special concerns that the participant 
expressed were noted and appropriately addressed.  I encouraged questions and have answered all questions 
to the best of my ability.  The participant’s understanding of the contents of this consent form were assessed 
and found to be acceptable. The participant is aware that he/she has a choice in taking part in this study.  A 
signed copy of the consent form will be given to the participant. 
 
________________________________ ________________________________ 
Medical Staff Person’s Signature Date 
 
   
Printed Name and title of Medical Staff Person 
 
  
Signature of Any Additional Staff Person Present During Consent Process (if present) 
  
 
985.03C   
Current version : 06/01/2016 
Previous version: 10/31/2013 
Copies to: Patient, Medical Records, Research file 

 
Signed Consent MUST be sent to Data Management – LF-229 

FHCRC, 1100 Fairview Ave. N., Seattle, WA 98109-1024 
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