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· This is a consent form for research participation.  It contains important information about this study and what to expect if you decide to participate.  Please consider the information carefully. Feel free to discuss the study with your friends and family and to ask questions before making your decision whether or not to participate.
· Your participation is voluntary.  You may refuse to participate in this study.  If you decide to take part in the study, you may leave the study at any time.  No matter what decision you make, there will be no penalty to you and you will not lose any of your usual benefits.  Your decision will not affect your future relationship with The Ohio State University.  If you are a student or employee at Ohio State, your decision will not affect your grades or employment status.
· You may or may not benefit as a result of participating in this study.  Also, as explained below, your participation may result in unintended or harmful effects for you that may be minor or may be serious depending on the nature of the research.

· You will be provided with any new information that develops during the study that may affect your decision whether or not to continue to participate.  If you decide to participate, you will be asked to sign this form and will receive a copy of the form.  You are being asked to consider participating in this study for the reasons explained below.  
1. Why is this study being done?
Systemic lupus erythematosus (SLE) is a disorder of the immune system that results in damage to multiple organs such as the skin, joints and kidneys.  In SLE the immune system (the body’s natural defense system against bacterial and viral attack) attacks the host’s tissues either by antibodies attacking the tissues or by deposition of circulating immune complexes (IC).  IC are composed of antibodies and molecules called antigens to which they specifically attach.  IC form in the circulation (blood stream) and deposit in tissues causing injury.  This is the characteristic defect in SLE.  The mechanisms that control this process are poorly understood.  Both genetic and environmental factors are proposed to be involved in determining the severity of disease and its rate of progression.  Researchers are examining both biological and genetic markers of SLE to determine how they may be contributing to disease.  They are also looking for as yet unidentified genes that may play a role in SLE and progression of the disease to end stage kidney disease (ESRD) when the kidneys fail completely and either dialysis or kidney transplant is required for maintaining life.

This study plans to undertake a genetic analysis of DNA collected from patients undergoing dialysis or that have received a kidney transplant due to ESRD to try and understand SLE at the gene level and to identify the genetic factors that predispose some people with SLE to rapid progression of their kidney disease.  This may allow doctors new insights into the management of SLE.

2.   How many people will take part in this study?
We are expecting to enroll 300 or more subjects in this study at The Ohio State University.
3. What will happen if I take part in this study?
If you decide to take part in this study and you are receiving hemodialysis within the Renal Network # 9 and 10, you will be contacted by study staff over the phone to discuss the study and/or be met by the study staff that will come to the dialysis facility to see you and obtain your consent to participate in this study.  You will be asked to complete a health and family history questionnaire and to provide blood samples.  Approximately, 30-40 ml of blood (3-4 tablespoons) will be drawn at a one-time visit.  Cells present in the blood will be collected and the DNA (material which makes up the genes) from these cells will be isolated and used to study your genes. If you are anemic, no blood will be drawn.  The DNA of SLE patients on dialysis will be compared to DNA of non-SLE patients on dialysis and SLE patients not on dialysis.  Your DNA sample may be used for comparison if you do not have a history of SLE.  The DNA will be analyzed by both the investigators at OSU and Nationwide Children’s Hospital in Columbus and collaborating investigators at other institutions who are all trying to understand SLE at the gene level.  
If you are a transplant recipient with a history of SLE, you may be asked to come to the OSU Nephrology Research Clinic at Cramblett Hall, 456 West 10th Avenue, Columbus, Ohio 43210.  
If you do not live in Columbus and are unable to drive to OSU to participate in this study, the research staff will contact you by phone to discuss the study and obtain your consent to participate in the study.  This will be done after study information has been mailed out to you.  If you volunteer to participate in the study, you will be asked to sign the consent form and other documents and mail them back to us using the stamped envelope provided to you or you can fax those documents to us at 614-293-4482.  Arrangements will then be made to obtain the blood samples from you.
4.   How long will I be in the study?
There will be only one visit for the study for you.  The visit may take 1-2 hours of your time.
5. Can I stop being in the study?
You may leave the study at any time.  If you decide to stop participating in the study, there will be no penalty to you, and you will not lose any benefits to which you are otherwise entitled.  Your decision will not affect your future relationship with The Ohio State University. 
Since there is only one visit for the study to collect your medical history and blood and urine samples, you may refuse to participate in this study.
6. What risks, side effects or discomforts can I expect from being in the study?
The placement of a needle in your vein to remove blood would cause discomfort and could cause a bruise at the site of puncture; and less commonly, fainting, the formation of a small blood clot or swelling of the vein and surrounding tissue, and bleeding from the puncture site.   However, if you are undergoing dialysis treatment, blood will be collected from your access site prior to initiation of dialysis treatment.

7.   What benefits can I expect from being in the study?
There is no direct benefit to you.  However, this study could identify risk factors for severe SLE that could benefit future patients diagnosed with SLE.  The information collected from this study could also be very important in the long-term management of patients with SLE.

8.   What other choices do I have if I do not take part in the study?
You may choose not to participate without penalty or loss of benefits to which you are otherwise entitled.
9.   Will my study-related information be kept confidential?
Your study information and your samples will be assigned a code number when it is shared with outside researchers in order to maintain your confidentiality.  The code number linking the sample to you will be kept in locked research offices in locked filing cabinets.  The risk of this information being accessed by unauthorized persons is minimal but if this information should be accessed by someone other than the researchers it would not pose a risk to you as the results of the research will not be available for several years. Also, results of the DNA and the other testing will not be released to you or to your doctor.  Any information that is communicated to others will only identify the data by groups of subjects.  The results of the study may be published in a medical book or journal, or presented at meetings for educational purposes.  Neither your name, nor your personal health information that specifically identifies you, will be used in those materials and presentations.  If at any time you wish to withdraw from the study and request this by writing to Dr. Lee Hebert, the study doctor, we will ask all the researchers to destroy your samples. However any data that has been collected up to that point will continue to be analyzed.
Efforts will be made to keep your study-related information confidential.  However, there may be circumstances where this information must be released.  For example, personal information regarding your participation in this study may be disclosed if required by state law.  
Also, your records may be reviewed by the following groups (as applicable to the research):

· Office for Human Research Protections or other federal, state, or international regulatory agencies;

· U.S. Food and Drug Administration;

· The Ohio State University Institutional Review Board or Office of Responsible Research Practices;

· The sponsor supporting the study, their agents or study monitors; and

· Your insurance company (if charges are billed to insurance).

If this study is related to your medical care, your study-related information may be placed in your permanent hospital, clinic, or physician’s office records. Authorized Ohio State University staff not involved in the study may be aware that you are participating in a research study and have access to your information. 

You may also be asked to sign a separate Health Insurance Portability and Accountability Act (HIPAA) research authorization form if the study involves the use of your protected health information.
10. What are the costs of taking part in this study?
There are no costs to you for taking part in this study.
11. Will I be paid for taking part in this study?
By law, payments to subjects are considered taxable income.  You will receive $20 for your time and blood sample. 
12. What happens if I am injured because I took part in this study?
If you suffer an injury from participating in this study, you should notify the researcher or study doctor immediately, who will determine if you should obtain medical treatment at The Ohio State University Medical Center.  
The cost for this treatment will be billed to you or your medical or hospital insurance. The Ohio State University has no funds set aside for the payment of health care expenses for this study. 
13. What are my rights if I take part in this study?

If you choose to participate in the study, you may discontinue participation at any time without penalty or loss of benefits.  By signing this form, you do not give up any personal legal rights you may have as a participant in this study.
You will be provided with any new information that develops during the course of the research that may affect your decision whether or not to continue participation in the study.
You may refuse to participate in this study without penalty or loss of benefits to which you are otherwise entitled.

An Institutional Review Board responsible for human subjects research at The Ohio State University reviewed this research project and found it to be acceptable, according to applicable state and federal regulations and University policies designed to protect the rights and welfare of participants in research.

14. Who can answer my questions about the study?

For questions, concerns, or complaints about the study you may contact Dr. Lee Hebert at 614-293-4997 or the research staff at 614-293-5081
For questions about your rights as a participant in this study or to discuss other study-related concerns or complaints with someone who is not part of the research team, you may contact Ms. Sandra Meadows in the Office of Responsible Research Practices at 1-800-678-6251.
If you are injured as a result of participating in this study or for questions about a study-related injury, you may contact Dr. Lee Hebert at 614-293-4997 or the research staff at 614-293-5081.
Signing the consent form
I have read (or someone has read to me) this form and I am aware that I am being asked to participate in a research study.  I have had the opportunity to ask questions and have had them answered to my satisfaction.  I voluntarily agree to participate in this study. 

I am not giving up any legal rights by signing this form.  I will be given a copy of this form.

	
	
	

	Printed name of subject
	
	Signature of subject

	
	
	
	AM/PM

	
	
	Date and time
	

	
	
	
	

	
	
	

	Printed name of person authorized to consent for subject (when applicable)
	
	Signature of person authorized to consent for subject 
(when applicable)

	
	
	
	AM/PM

	Relationship to the subject
	
	Date and time
	


Investigator/Research Staff
I have explained the research to the participant or his/her representative before requesting the signature(s) above.  There are no blanks in this document.  A copy of this form has been given to the participant or his/her representative.

	
	
	

	Printed name of person obtaining consent
	
	Signature of person obtaining consent

	
	
	
	AM/PM

	
	
	Date and time
	


Witness(es) - May be left blank if not required by the IRB
	
	
	

	Printed name of witness
	
	Signature of witness

	
	
	
	AM/PM

	
	
	Date and time
	

	
	
	

	Printed name of witness
	
	Signature of witness
	

	
	
	
	AM/PM

	
	
	Date and time
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