CONSENT FORM

FOCAL SEGMENTAL GLOMERULOSCLEROSIS TRIAL

STORED MATERIALS

1. Introduction

You are being asked to participate in this research study of collection and storage of blood, urine, cells from the inside of the cheek (bucal swabs), possibly hair and fingernail clippings that will be stored at a central area for future research.  Before you can decide whether or not to volunteer for this study, you must understand the purpose of the research, how this study may help you, any risks to you and what is expected of you.  This process is called informed consent.  

You do not have to participate in this study.  You may stop your participation in this study at any time without changing your current or future relationship with “X” medical center or its doctors.  

If you decide to participate in this study you will be told about any new information learned during the course of the study that might cause you to change your mind about staying in the study.  You are being asked to participate in this study because you have focal segmental sclerosis.  You may be asked to participate because you are also taking part in a study to compare two treatment methods for focal segmental sclerosis.  You can participate in the treatment study of FSGS and decide not to participate in this study.

2. Why is this study being done?

The purpose of this study is to store blood, urine, cells from the inside of the cheek (bucal swabs), possibly hair and fingernail clippings from patients with focal segmental sclerosis.  It may be possible in the future to use these specimens to look for substances that are in the blood, urine, cells from the inside of the cheek, possibly hair and fingernail clippings that may help patients in the future to better define the cause of this disease, the course of the disease, to help find new treatments or therapy for this disease.  These samples may be used for genetic tests, looking for causes of FSGS or to increase our understanding of why some patients respond to therapy and others do not.

3.
How many people will take part in this study?
Five hundred adults and children will be asked to participate in this study.  The study will take place in five coordinating centers across the country, which will collaborate with smaller centers so that a wide representation of adults and children from 200 centers across the United States will take part in the study.  A total number of 500 people will be asked to participate in this study.  “X” number will be asked to participate from “Y” University.

4.        What is involved in the study?

When blood or urine is being obtained for clinical or research purposes, any blood or urine that is remaining and is not used for research purposes or for clinical purposes will be saved and sent to a central storage bank.  

Thus there will be no extra sticks to obtain blood. There will be no more frequent visits to obtain blood or urine specimens.  

Your DNA (genes) or cells that can be used to make DNA will be stored [indicate how long stored] for research purposes.  Please check and initial one of the following options telling us how your DNA sample may be used.

Cells from the inside of the cheek will be obtained by scrapping in the inside of the cheek with the use of a flat, blunt tongue depressor; hair will be obtained by cutting a few strands of hair and nail clippings from cutting the fingernails.  

These materials will be kept in a central storage area in Washington, D.C. for use in research at a later time.

____
My samples may be used for any scientific purposes involving this or any other projects.  Do not contact me again for permission.

____
My samples may be used for this project only.  If my samples could be used for another project, contact me to ask my permission.

____
My samples may be used for this project only.  Do not use them for any other project.  Do not contact me again for permission.

If you choose the first and second option in the previous section, it is unlikely, but possible that in the future a genetic test could be developed that would give a result that could be important to your personal health.  If this occurs, please choose and initial one of the options below to tell us what you would like us to do with the information. 

____
Please try to contact me if information is discovered in future studies of my genetic 

material that would be important to my personal health.

____
Don’t contact me with any information obtained from future studies of my genetic material.

If you withdraw from the study you may ask that all of your stored blood and urine specimens be removed from the bank or you may leave current specimens in the bank to be studied at a future time.

5.    What happens if I discontinue or withdraw from the study?

If you withdraw from the study you may ask that all of your stored blood and urine specimens be removed from the bank or you may leave current specimens in the bank to be studied at a future time.

6.    What are the risks of this study?

Your participation in this study does not involve any physical risks to you.  

7.    Are there benefits in taking part of this study?

Participation in this research study will not benefit you directly.  We hope that by using your blood, and urine cells from the inside of the cheek (bucal swabs) possibly hair and fingernail clippings for future studies other patients with focal segmental sclerosis may benefit.

8.    What are other options?

The only other option is to not participate in this study.

9.    What are the costs?

There will be no cost to you by participating in this study.

10.     What happens if I am injured while I am participating in this study?

Medical care including hospitalization is available if you are injured or become ill because of the research procedure.  This medical care is not free.  You will be responsible for the cost.  You may call the director of Risk Management if you have questions about the cost of treatment or if you have any questions about research related injuries.

11.     Will I be paid for participating in this study?

You will not be paid or compensated for participation in this study.  

12.     What about confidentiality?

We will make every effort to keep your research records private, but confidentiality can not be assured.  Records that identify you and this consent form may be looked at by a regulatory agency such as the Food and Drug Administration, the Department of Health and Human Service Agency, Institutional Review Board and the National Committee for Quality Assurance.  If results of this study are published or presented in public your name will not be used.  Your blood and urine collected for this study will be identified by a code number.  This code number will be able to be identified with you, but the list identifying your name and code number will be kept separate from the specimens.  

[Insert HIPPA language here]

13.     What are my rights as a study participate?

Taking part in this study is voluntary.  You have the right to choose not to take part in this study.  If you do not take part in this study your doctor will still take care of you.  You will not lose any benefits or medical care to which you are entitled.  If you choose to take part in this study, you have the right to stop at any time.  You will be told of any new findings from this or other studies that may effect your health, welfare, and willingness to stay in the study.  

If you are an employee or student, whether or not you take part in this study will not effect your job, current or future medical care or studies.  

14.    Conflict of Interest

15.    Whom do I call if I have questions or problems?

If you have questions about any part of the study now or in the future, you should contact _______________, who can be reached at ________________.  If you experience side effects or injuries while participating in this study, please contact _________________, who may be reached at ________________.  For after hours, weekends, or holidays call ________________.  If you have questions about your rights as a research participant contact the Institutional Review Board (which is a group of people who review the research to protect your rights) at ____________.

16.    Patient/Subject Acknowledgement

The procedures, purposes, known discomforts and risks, possible benefits to be and to others, and the availability of alternative procedures regarding this research study have been explained to me.  I have read this consent form or it has been read to me, and I understand it.  I agree to participate in this study.  I have been given a copy of this consent form.

______________________________


_____________________________

Patient/Subject Signature



Date

______________________________________

______________________________

Signature of Person Obtaining Informed Consent
Date

Optional:

_______________________________________
______________________________

Signature of Principal Investigator or Designate

Date

The procedures, purposes, known discomforts and risks, possible benefits to my child and to others, and the availability of alternative procedures regarding this research study have been explained to me.  I have read this consent form or it has been read to me, and I understand it.  I agree to allow my child to participate in this study.  I have been given a copy of this consent form.

_______________________________________
______________________________

Subject Assents by Signature, when applicable

Date

____________________________

Subject Age










________________________________________
_______________________________

Parent/Guardian Signature



Date

________________________________________
_______________________________

Parent/Guardian Signature



Date

_________________________________________
________________________________

Signature of Person Obtaining Informed Consent
Date

Both parents need to sign for children to participate in a research study.  If only one parent can sign this consent, indicate the reason that applies to the other parent.

____ deceased

____ unknown

____ legally incompetent

____ no legal responsibility for the care and custody of the child

____ not reasonably available – indicate why ___________________________

         [Acceptable reasons for this category must not be based on convenience]

Optional:

______________________________________


_______________________

Signature of Principal Investigator or Designate


Date

[Affirming eligibility for the study and that informed consent has been obtained]

If child cannot reasonable assent or if well being of child is directly benefited by participation without assent, please explain.







______________________________________






Signature of principal investigator or his/her






authorized agent

