Page 3 of 4
Protocol 



CONSENT FORM 


TITLE

Protocol #

INTRODUCTION

As a person with (diagnosis or condition if appropriate), you are being invited to participate in a research study about _________.   This research study will be conducted at the University of Kansas Medical Center with ____________ [M.D., D.O, or PhD,] as the principal investigator.  Approximately ____ subjects will be enrolled at KUMC. 

You do not have to participate in this research study. It is important that before you make a decision to participate, you read the rest of this form. You should ask as many questions as needed to understand what will happen to you if you participate in this study.

BACKGROUND 

· Provide enough background about the topic or condition being studied so that the subject can understand the rationale for the study. 

PURPOSE

The purpose of this study is to determine _________.
PROCEDURES

If you are eligible and decide to participate in this study, your participation will last approximately _______________.  Your participation will involve…….
· Thoroughly describe the study activities, including the time involved 

RISKS

· Discuss known risks of study participation.  
There may be other risks that have not yet been identified, and unexpected side effects that have not been previously observed may occur.

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 are unlikely to (or will not) benefit from participating in this study. [When applicable] you may benefit from participation ___________. It is hoped that additional information gained in this research study may be useful in the treatment of other patients with _________________

ALTERNATIVES

Participation in this study is voluntary.  Deciding not to participate will have no effect on the care or services you receive at University of Kansas Medical Center.  

· Discuss any alternatives to participation.    
COSTS      

Financial responsibility for research related procedures and interventions should be clearly delineated, particularly in terms of those aspects of the study for which the patient or the patient’s third party payor will be responsible.  If there are no costs to the subject related to participation, this should be stated.

PAYMENT TO SUBJECTS
Include total and amount per visit and when they are being paid (at end of study, after each visit).
If subjects are being paid, add this statement:

Your name, address, social security number, and the title of this study will be given to the KUMC Research Institute.  This is done so that the Research Institute can write a check for study payments.  Payments are taxable income. 

IN THE EVENT OF INJURY  [if applicable]
In the event you experience a serious side effect during this study, you should immediately contact _____________ at _______________. If it is after 5:00 p.m., a holiday or a weekend, you should call _____________. 

If you have a bodily injury as a result of participating in this study, care will be provided for you at the usual charge. Claims will be submitted to your health insurance policy, your government program, or other third party, but you will be billed for the costs of that care to the extent insurance does not cover them. You do not give up any of your legal rights by signing this form.

INSTITUTIONAL DISCLAIMER STATEMENT
Although the University of Kansas Medical Center does not provide free medical treatment or other forms of compensation to persons injured as a result of participating in research, such compensation may be provided under the terms of the Kansas Tort Claims Act.  If you believe you have been injured as a result of participating in research, you should contact the Office of Legal Counsel, Mail Stop #2013, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160.
CONFIDENTIALITY      [Or, if HIPAA applies:]    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.

· Include the required HIPAA language in the remainder of this section if individually identifiable health information is being used or created for the project.  

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, you cannot be in the study.  
To do this research, we need to collect health information that identifies you.  We will collect information from activities described in the Procedures section of this form [and from your medical record] [if applicable] 

Your study-related health information will be used at KU Medical Center by [list all that apply] Dr. __________, members of the research team, the University of Kansas Hospital Medical Record Department [if applicable], KU Hospital Laboratory [if applicable], the KUMC Research Institute [if applicable], the KUMC Human Subjects Committee and other committees and offices that review and monitor research studies. Study records might be reviewed by government officials who oversee research, if a regulatory review takes place.  

All study information that is sent outside KU Medical Center will have your name and other identifying characteristics removed, so that your identity will not be known. Because identifiers will be removed, your health information will not be re-disclosed by outside persons or groups and will not lose its federal privacy protection.  

[To address the expiration of the authorization, choose one of these two alternatives:]
Your permission to use and disclose your health information remains in effect until the study is complete and the results are analyzed. After that time, information that personally identifies you will be removed from the study records.  

     - OR, if necessary for medical or scientific purposes - 

Your permission to use and share your health information will not expire unless you cancel it.
QUESTIONS
You have read the information in this form. Dr.  _____    or their associates have answered your question(s) to your satisfaction.  You know if you have any more questions after signing this you may contact  ______or one of their associates at (913) 588-____  .  If you have any questions about your rights as a research subject, you may call (913) 588-1240 or write the Human Subjects Committee, Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160.
SUBJECT RIGHTS AND WITHDRAWAL FROM THE STUDY
You understand that your participation in this study is voluntary and that the choice not to participate or to quit at any time can be made without penalty or loss of benefits.  You understand that not participating or quitting will have no effect upon the medical care or treatment you receive now or in the future at the University of Kansas Medical center.  The entire study may be discontinued for any reason without your consent by the investigator conducting the study.  
   [if HIPAA applies, insert the following paragraph]

You have a right to change your mind about allowing the research team to have access to your health information.  If you want to cancel permission to use your health information, you should send a written request to [PI Name]. The mailing address is [PI Name], University of Kansas Medical Center, 3901 Rainbow Boulevard, Kansas City, KS 66160.  If you cancel permission to use your health information, you will be withdrawn from the study.  The research team will stop collecting any additional information about you.  The research team may use and share information that was gathered before they received your cancellation.  

CONSENT
Dr._________ (or their associates) have 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.  
I freely and voluntarily consent to participate in this research study.  I have read and understand the information in this form and have had an opportunity to ask questions and have them answered.  I will be given a signed copy of the consent form to keep for my records.

____________________________________




Type/Print Subject's Name







____________________________________
_______
__________________

Signature of Subject 


  
Time

Date

____________________________________

Type/Print Name of Witness

____________________________________


__________________

Signature of Witness





Date

____________________________________

Type/Print Name of Person Obtaining Consent

____________________________________


__________________

Signature of Person Obtaining Consent



Date
HSC Submission Date:





