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You are being asked to be a subject in a research study.  The study will involve the blood collection in 50 healthy adult volunteers.  Before you decide whether to participate, you should know what the study is about, the possible risks and benefits, and what you will have to do in this study.  Your participation in this study is voluntary. Your decision whether or not to participate will not affect your current or future relationship with the University. If you decide to participate, you are free to withdraw at any time without affecting that relationship.  Please read this form and ask any questions you may have; if you decide to take part in the study, you will be asked to sign this form to verify that choice. 

Who is doing the research, and why is it being done?
The research is being conducted by Dr. Julie Short in the Department of Medicine at the University of Illinois at Chicago (UIC).  The study is funded by the Vita-Links Corporation.  The purpose of the study is to find ways to make changes in the surface of white human blood cells (stimulate the cells in the blood responsible for fighting infections).  The blood will be used in the laboratory to study how cells respond to different vitamins and minerals. It is hoped that what is learned will provide a better understanding of how to help to fight illnesses caused by bacteria or viruses.

What procedures are involved and how long will you be in the study?
Your participation in the research involves a single visit to the clinic and about 20 minutes of your time.  In this study, we will collect a single 50 ml blood sample (about 10 tablespoons). We will draw a blood sample from your arm using a needle. We will also need to record your name and medical record number in order to get information from your medical record about your health and any recent medications or illnesses.  Because we need access to your health information for this research, we will not be able to include you in this study if you choose not to allow us to access your medical records.
What about the potential risks and discomforts, or benefits from this study?  

You may experience pain or discomfort, bruising, and bleeding at the site of the needle stick (a needle will be used to draw blood from your arm).  You will not directly benefit by participating in this study, but others in the future may benefit from what we learn.

Will you be compensated or reimbursed for your participation in this research?   

You will receive $20 for your blood donation. You will be sent a check in the mail approximately 4-6 weeks after the blood has been drawn. 

What about privacy and confidentiality? 

Researchers will store information gathered about you in locked file cabinets in a locked office, but there is a possible loss of confidentiality since absolute confidentiality cannot be guaranteed.  You should know that in any research publications and scientific meetings coming from the research, you will not be identified individually. 

By signing this form, you are also authorizing or allowing access of your medical record and the disclosure of your health information to Dr. Julie Short, her research team, and Vita-Links Corporation for the purposes of this research. The health information created and/or collected during the research as described in this form or any health information in your medical record and specifically includes your name, date of birth, medical record number, recent illnesses and recent medications.
After information about you is given to anyone outside of the study, it may be re-disclosed and may no longer be protected by federal privacy laws.  

This permission to access your medical records has no expiration date, but you may withdraw your permission for the use of your health information for this study at any time by sending a letter to the following person: Dr. Julie Short, 808 S. Wood Street, Chicago, Illinois 60612.  If you cancel this authorization the researchers may still use and disclose the health information they have already obtained as necessary to maintain the integrity and reliability of the research and to report any adverse (bad) effects that may have happened to you.
Because you will receive money for participating, your name, address, and social security number may be provided to the University’s business office for tax reporting purposes, but you should know that research publications and scientific meetings will never include information about you that would identify you individually.  There are University, state and federal agencies and officials who ensure the protection of human subjects in research, and they might access your records in line with their official duties or as required by law.
Who should you contact if you have questions? 

The researcher conducting this study is Dr. Julie Short.  You may ask any questions you have now.  If you have questions later, you may contact the researcher at: (312) 996-XXXX.

What are your rights as a research subject?

If you feel you have not been treated according to the descriptions in this form, or you have any questions about your rights as a research subject, you may call the Office for the Protection of Research Subjects (OPRS) at 312-996-1711 (local) or 1-866-789-6215 (toll-free) or e-mail OPRS at uicirb@uic.edu.

If you have any questions or concerns regarding your rights under HIPAA, you should contact the UIC Privacy Officer at (312) 996-2271.

Right to Refuse to Sign this Consent/Authorization

You do not have to sign this Consent/authorization form. However, because your health information is required for research participation, if you decide not to sign this form, it will only mean you cannot take part in this research. Not signing this form will not affect your non-research related treatment, payment or enrollment in any health plans or your eligibility for other medical benefits.
Signature of Subject 
You have read (or someone has read to you) the above information. You have discussed the procedures, risks and benefits of the study with the researchers. You have been given an opportunity to ask questions and your questions have been answered to your satisfaction. You agree to participate in this research.  You will be given a copy of this signed form for your information and to keep for your records.  The original copy will be stored in the research file and a copy may be placed in the University of Illinois Medical Center medical record.

Signature




Date

Printed Name

I have discussed the above research study, including the purpose, procedures, risks, and benefits, with the subject. I encouraged questions and answered all questions that were asked. The subject is aware that he/she does not have to participate in the research and may later withdraw their Authorization.

Signature of Person obtaining consent
Date 


Printed Name 


(Same as subject’s)

University of Illinois at Chicago


Consent/Authorization for Participation in Research


Protocol Title: Activation of Cytokine Receptors on White Blood Cells








Principal Investigator:  Julie Short , MD


Phone No.  312 –996-XXXX
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