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CONSENT FORM 

OPTIONAL GENETIC SUB-STUDY

STUDY TITLE
INTRODUCTION

You are currently participating in the main study about [ research topic].  You are being asked to consider an optional research study.  The purpose of this optional research is to look at genes (DNA) and how they affect health and disease.  

You do not have to participate in this optional genetic research. You can decide not to give blood for the genetic study and still take part in the main study.  

BACKGROUND 

The cells in your body contain deoxyribonucleic acid, or DNA for short.  DNA is passed down from your parents.  It carries the genes that determine how you look and how your body works.  Differences in genes may help explain why a particular drug is effective and safe in some people, but not in others.  Differences in genes also may explain why some people get certain diseases, but others do not.  

The study of DNA is called genetic research. Your entire genetic makeup will not be determined from this testing.  Your DNA will only be used for research to understand disease and possibly develop new treatments.  

PURPOSE

The purpose of this optional genetic research is to determine _________.
PROCEDURES

You are being asked to give (number) blood sample (about xxx teaspoons) during a regular study visit.  Blood will be drawn from a vein using a needle.  The researchers will extract the DNA from your blood sample.  
RISKS

The risks of drawing blood include temporary discomfort from the needle being inserted into your arm, bruising, fainting, swelling at the injection site, and in rare cases, infection or blood clot at the injection site.    

There is a small risk that if people other than the researchers were given your genetic facts, they could misuse them.  If genetic information was given to employers or insurers it could affect your ability to get a job or be insured.  Misuse could cause problems for family members.  In order to minimize these risks, your genetic information will be kept confidential.   
Possibility of Unknown Risks

There may be other risks that have not yet been identified and unexpected side effects that we cannot predict.  
NEW FINDINGS STATEMENT

You will be informed if any significant new findings develop during the course of the study that may affect your willingness to participate in this study.

BENEFITS

You will not personally benefit from the genetic research.  Researchers hope to use the results of this research to learn more about [research topic.]
ALTERNATIVES

You do not have to participate in the optional genetic research.  You can decide not to participate in the genetic research and still be in the main study. 
COSTS      

There is no cost for participating in the genetic research.  
PAYMENT TO SUBJECTS

You will not be paid to participate in the genetic research.  
Choose the appropriate statement, depending on whether or not the study has a sponsor:
For industry sponsors:
Your genetic sample may be used to develop new products or tests that could make money for the study sponsor.  If a commercial product is developed from this research, the profits will belong to the study sponsor.  There are no plans to provide financial payment to you should this occur.

----- OR -----
For local studies, if the samples will not be stored long-term: 

Your genetic sample will be used for research only and will not be sold or used to make products that could be sold.  



----- OR -----
For local studies involving long-term storage of samples: 

The genetic samples from this study will belong to the University of Kansas Medical Center.  New products might be developed from the samples.  There are no plans for you to profit from new products that are developed from this research.  
IN THE EVENT OF INJURY  
In the event you experience a serious side effect or other problem during this study, you should immediately contact _____________ at _______________. If it is after 5:00 p.m., a holiday or a weekend, you should call _____________ and ask for ​​​​​​​​​​​​​____________. 

If any injury or illness should occur to you as a direct result of being in this study, the sponsor of this study will provide medical treatment at no cost to you.  Payment for lost wages, disability or discomfort is not routinely available.  You do not give up any of your rights by signing this form.

INSTITUTIONAL DISCLAIMER STATEMENT

If you think you have been harmed as a result of participating in research at the University of Kansas Medical Center (KUMC), you should contact the Director, Human Research Protection Program, Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160.  Under certain conditions, Kansas state law or the Kansas Tort Claims Act may allow for payment to persons who are injured in research at KUMC.   
CONFIDENTIALITY AND PRIVACY AUTHORIZATION

Efforts will be made to keep your personal information confidential.  Researchers cannot guarantee absolute confidentiality.  If the results of this study are published or presented in public, information that identifies you will be removed.

The privacy of your health information is protected by a federal law known as the Health Insurance Portability and Accountability Act (HIPAA).  By signing this consent form, you are giving permission (“authorization”) for KUMC to use and share your health information for the purposes of this research study. If you decide not to sign the form, your blood sample will not be taken for the genetic research.  
To do this research, the research team needs to view and collect health information that identifies you. The information about you may include your name, address, phone, date of birth, social security number, or other identifiers.  Your DNA sample will not be labeled with any of these identifiers.  Your DNA sample will only be labeled with a code. Only the researchers will know which code that belongs to your name.  Codes and names will be kept in a locked file or on a computer with a password.  Dr. __________
and the research team will use your information to do the genetic research.  Research records might be seen by officials at KUMC who oversee research, but those officials must keep your information confidential.  
By signing this form, you are giving Dr. _______ and the research team permission to share coded information about you with persons or groups outside KUMC.  Your coded information will be shared with representatives of ___________ (the sponsor of the study), the monitoring company that inspects study data, the laboratory that processes study lab samples [if applicable], other business partners of the sponsor who help with the study, ______Data Coordinating Center [if applicable], _________Data and Safety Monitoring Board [if applicable], the U.S. Food and Drug Administration (FDA) and similar agencies in foreign countries [if applicable],  and U.S. agencies that oversee human research (if a study audit is performed).  These groups or agencies may make copies of study records for audit purposes.  
The outside groups that see your research records will only have your code.  They will not have your name or other identifying information.  In this way, your information will not be disclosed by others and your privacy will remain protected.  
Your genetic sample will be kept for xx years.  After that, it will be destroyed.  
You or your doctor will not get the results of your genetic testing.  The results of your genetic testing will not be put in your medical record.  
QUESTIONS

Before you sign this form,  [_____PI ________] should answer all your questions.  You can talk to the researchers if you have any more questions, suggestions, concerns or complaints after signing this form.  If you have any questions about your rights as a research subject, or if you want to talk with someone who is not involved in the study, you may call the Human Subjects Committee at (913) 588-1240.  You may also write the Human Subjects Committee at Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160.
SUBJECT RIGHTS AND WITHDRAWAL FROM THE STUDY

You can stop being in the study at any time.  Your decision to stop will not prevent you from getting treatment or services at KUMC.  

Your permission to use and share your health information for this genetic research will not expire unless you cancel it.   If you want to cancel your permission to use your information,  please write to [PI Name]. The mailing address is [PI Name], University of Kansas Medical Center, 3901 Rainbow Boulevard, Kansas City, KS 66160.  You may also write [PI Name] if you want your genetic sample to be destroyed.  If you ask, the researchers will destroy your sample. They may use and share information that was gathered before they received your request.  

CONSENT

Dr.___PI____ or the research team has given you information about this research study.  They have explained what will be done and how long it will take.  They explained any inconvenience, discomfort or risks that may be experienced during this study.  
By signing this form, you say that you freely and voluntarily consent to participate in this research study.  You have read the information and had your questions answered.  
You will be given a signed copy of the consent form to keep for your records.

____________________________________




Print Participant’s Name







____________________________________
_______
__________________

Signature of Participant


  
Time

Date

____________________________________

Name of Person Obtaining Consent

____________________________________


__________________

Signature of Person Obtaining Consent



Date
HSC Submission Date:





