VUMC Institutional Review Board

Informed Consent Document for Research

Principal Investigator:  

Revision Date:  

Study Title:  

Institution/Hospital:

Name of participant: _________________________________________________________ Age: ___________

The following information is provided to inform you about the research project and your participation in it.  Please read this form carefully and feel free to ask any questions you may have about this study and the information given below.  You will be given an opportunity to ask questions, and your questions will be answered.  Also, you will be given a copy of this consent form.  


Key information about this study: 

Instructions: This section should provide a brief overview of the study and should highlight the reasons that a person may or may not want to participate in the study. Examples of this information are: The participant may/may not benefit from the study and some of the potential benefits; What are some potential risks?;  Time Commitment (number of visits, amount of time visits may take);  Limitations on daily activities (not driving on the day of a visit); Restrictions (not taking medications, fasting before a visit, avoiding certain foods); Performing a certain activity for an extended period of time (eating an M&M every day); Potential costs; Drug is/is not FDA approved; Exposure to radiation; the participant will also be asked to participate in sub-studies

 SHAPE  \* MERGEFORMAT 



You are being asked to take part in this research study because…  

You do not have to be in this research study. You may choose not to be in this study and get other treatments without changing your healthcare, services, or other rights.  You can stop being in this study at any time.  If we learn something new that may affect the risks or benefits of this study, you will be told so that you can decide whether or not you still want to be in this study.   [Insert if applicable: Your medical record will contain a note saying you are in a research study and may contain some research information about you.  Anyone you authorize to receive your medical record will also get this information.]
Procedures to be followed and approximate duration of the study:

      

Expected costs:

[Insert if applicable]     
Description of the discomforts, inconveniences, and/or risks that can be reasonably expected as a result of participation in this study:

       
Unforeseeable risks:

[INSERT ONLY IF APPLICABLE: Because this treatment is investigational, meaning non-FDA approved, there may be unknown or unforeseeable risks associated with participation.]  
Compensation in case of study-related injury:

[Insert if applicable, (e.g., if conducting clinical interventions)]
 If it is determined by Vanderbilt and the Investigator [with Sponsor input] that an injury occurred as a direct result of the tests or treatments that are done for research, then you and/or your insurance will not have to pay for the cost of immediate medical care provided at Vanderbilt to treat the injury. 

There are no plans for Vanderbilt [or the Sponsor] to pay for any injury caused by the usual care you would normally receive for treating your illness or the costs of any additional care. There are no plans for Vanderbilt [or the Sponsor] to give you money for the injury. 

OR

If there is billing to the participant or insurance, the following template should be used:

If it is determined by Vanderbilt and the Investigator [with Sponsor input] that an injury occurred, then you and/or your insurance may be billed for the cost of medical care provided at Vanderbilt to treat the injury.  You will be responsible for any copayments or deductibles associated with the treatment of that injury.

There are no plans for Vanderbilt [or the Sponsor] to pay for the costs of any additional care. There are no plans for Vanderbilt [or the Sponsor] to give you money for the injury. 

Good effects that might result from this study: 
a) The benefits to science and humankind that might result from this study.      


b) The benefits you might get from being in this study.      
Study Results:

Insert a statement of how results will be shared or not shared with participants and under what conditions, if applicable. 
Alternative treatments available:

      
Compensation for participation:
[Insert if providing any compensation]
You are not allowed to accept any money for taking part in this study if you are not eligible to receive money from a U.S. person or company or the U.S. government because of U.S. national security and/or foreign policy laws.  You can still take part in the study however, you will not be paid if you are a resident of a country restricted by the U.S. government‘s comprehensive territorial sanctions or if you are listed on the U.S. Treasury Department’s Office of Foreign Assets Control’s Specially Designated Nationals (SDN) list of prohibited individuals.  You do not have to say why you choose not to be paid.
Circumstances under which the Principal Investigator may withdraw you from study participation:

     
What happens if you choose to withdraw from study participation?
     
Contact Information.    If you should have any questions about this research study or possibly injury, please feel free to contact (INSERT NAME OF RESEARCHER) at (INSERT RESEARCHER’S PHONE NUMBER) or my Faculty Advisor, (INSERT NAME OF FACULTY ADVISOR) at (INSERT FACULTY ADVISOR’S NUMBER).
For additional information about giving consent or your rights as a participant in this study, to discuss problems, concerns, and questions, or to offer input, please feel free to contact the Institutional Review Board Office at (615) 322-2918 or toll free at (866) 224-8273. 

Confidentiality:  
All efforts, within reason, will be made to keep your personal information in your research record confidential but total confidentiality cannot be guaranteed.  [Insert a description of how records and data/specimens will be stored and maintained and who will have access.  Describe any study specific issues that may increase the risk of breach of confidentiality.]  See the description and examples in the IRB application.
Privacy:
[Insert any Privacy information, if applicable. If any data will go into or come from VUMC’s medical record, please insert the standard HIPAA Authorization language.]
Authorization to Use/Disclose Protected Health Information
What information is being collected, used, or shared?
To do this research, we will need to collect, use, and share your private health information.  By signing this document, you agree that your health care providers (including both Vanderbilt University Medical Center and others) may release your private health information to us, and that we may use any and all of your information that the study team believes it needs to conduct the study.  Your private information may include things learned from the procedures described in this consent form, as well as information from your medical record (which may include information such as HIV status, drug, alcohol or STD treatment, genetic test results, or mental health treatment).   

 
Who will see, use or share the information?
The people who may request, receive or use your private health information include the researchers and their staff.  Additionally, we may share your information with other people at Vanderbilt, for example if needed for your clinical care or study oversight.  By signing this form, you give permission to the research team to share your information with others outside of Vanderbilt University Medical Center.  This may include the sponsor of the study and its agents or contractors, outside providers, study safety monitors, government agencies, other sites in the study, data managers and other agents and contractors used by the study team.   We try to make sure that everyone who sees your information keeps it confidential, but we cannot guarantee that your information will not be shared with others.  If your information is disclosed by your health care providers or the research team to others, federal and state confidentiality laws may no longer protect it. 

 

Do you have to sign this Authorization?
You do not have to sign this Authorization, but if you do not, you may not join the study.

How long will your information be used or shared?
Your Authorization for the collection, use, and sharing of your information does not expire.  Additionally, you agree that your information may be used for similar or related future research studies.

 

What if you change your mind?
You may change your mind and cancel this Authorization at any time.  If you cancel, you must contact the Principal Investigator in writing to let them know by using the contact information provided in this consent form.  Your cancellation will not affect information already collected in the study, or information that has already been shared with others before you cancelled your authorization.

[OPTIONAL: You have the right to see and copy the PHI we gather on you for as long as the study doctor or research site holds this data.  To ensure the scientific quality of the research study, you will not be able to review some of your research data until after the research study is finished.]

If you decide not to take part in this research study, it will not affect your treatment, payment or enrollment in any health plans or affect your ability to get benefits. You will get a copy of this form after it is signed. 

STATEMENT BY PERSON AGREEING TO PARTICIPATE IN THIS STUDY
 FORMCHECKBOX 
I have read this informed consent document and the material contained in it has been explained to me verbally.  All my questions have been answered, and I freely and voluntarily choose to participate.
Date



Signature of patient/volunteer





Consent obtained by:


Date



Signature








Printed Name and Title

Key Information: 


The first section of this document contains some key points that the research team thought you would find important. The study is described in more detail after this section. If you do not understand something, please ask someone. 














Detailed Information:


The rest of this document includes detailed information about this study (in addition to the information listed above).
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