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Consent to Take Part in a Research Study
Study Title:       
Investigator: 
(Insert Name) 
(Insert Title)
                     
(Insert Work Address) 
                       
(Insert Phone #)
What is Informed Consent?

You are being asked to take part in a research study.  Before you can decide whether to take part in the research, you should be told about the possible risks and benefits with this study. This process is known as informed consent. 

This consent form may have words or information you do not understand. The research staff will explain anything that you do not clearly understand. Please ask as many questions as you need to make sure that you know what will happen to you in this study and why you are being asked to be in it. 

What is this study about and why are you asking me to be in it?

The purpose of this research is to learn about (explain the purpose of this study.)
You have been asked to be in this study because you (please explain why.) 
There will be about       subjects taking part. The length of time you can expect to be in this research is      .  
What will happen in this study?

If you decide to take part, you will be asked to (In LAY TERMS, describe the study procedures step-by-step, what will happen and what the subject will be asked to do.  Use short sentences.)

What are the risks or discomforts involved with being in this study?

The risks of this study are minimal.  The risks can be compared to those ordinarily encountered in daily life. (Describe any potential risks or discomforts.) 
What are the benefits to me for taking part in this study?

You will not benefit personally from taking part in this study.  However, information discovered in this research may help (describe potential benefits to others and to society.) 
Are there any other options to being in this study?

Your option is to not take part in the study or to (describe any other options.)
How will you keep my information confidential?
Here are a few examples.   You may choose one or alter this language below to fit your study protocol plan.  Please make sure that your confidentiality plan in the protocol matches what you say in this consent form.
(Example #1) You will not be asked to write your name on the survey, so you and your answers to questions will be anonymous.  The surveys will be kept in a locked file cabinet in the researcher’s office.  Information from the surveys will be entered into a computer and will also be stored on a jump drive and kept in a locked file cabinet drawer in the researcher’s office.  All information obtained in this study is strictly confidential unless required by law.  The surveys will be shredded after five years.  Information on the computer and jump drive will be erased after five years.
(Example #2) The research records will be kept private on a password-protected computer in a locked office. All research data will be coded with a unique number.  Your name and medical record number will be linked to the code number on a master list of those who take part in the study.  This master list will be kept separate from the research database and will be stored in a locked filing cabinet.  This master list will only be used by the researchers or organizations that govern research quality and safety oversight.  Your identity will not be used in any sort of published report.  

(Example #3) Questionnaires will be completed in a private, confidential room.  The completed questionnaires will be kept private in a locked office and in a locked filing cabinet.  The questionnaires will be coded with a unique number.  Your name will be linked to the code number on a master list of those who take part in the study.  This master list will be kept separate from the questionnaires and will be stored in a second locked filing cabinet.  This master list will only be used by the researchers or organizations that govern research quality and safety oversight.  Your identity will not be used in any sort of published report.  

HIPAA Authorization to use your health information:

(If your study involves PHI, please insert HIPAA section from the end of this document.)
Will I get paid for being in the study?

Participation in this study is at no cost to you except for your time completing       (or describe any potential cost such as travel, unpaid time away from work, etc.).  
After you complete the study, you will receive (describe any payments, compensation, or gifts/giftcards to be given and when they will be given/paid.)
Will researchers be paid for this study?

(Example #1)  This study is being funded by a grant from      .  The grant money will be used to cover the costs to run this study. 

(Example #2)  This study is sponsored by      .  None of the investigators or research staff will receive additional money or other benefits from the sponsor.  
(Example #3)  This study does not have any sponsors. It does not have any funding. None of the investigators or research staff will receive money or other types of payment from this study.
What if I want to stop being in the study before it is finished?
{Include a statement to say that this is voluntary, and the patient may change their mind at any point. Also, inform the subject of any circumstances in which they would be withdrawn from the study without their consent.}  

(Example)  Being in this research is voluntary. You may refuse to take part or you may withdraw at any time. Your decision not to take part or your decision to withdraw will not affect your ability to get care from your doctors or from Carilion. 
Who can answer my questions?

Contact (name) at (phone number) for questions about the research or if you think you have been harmed as a result of this research. If you have questions about your rights as a research subject, you may contact staff of the Carilion IRB at (540) 853-0728.

RESEARCH SUBJECT: The research study described in this consent form, including the risks and benefits, has been explained to me and all of my questions have been answered. I consent to take part in this research study. My consent is given willingly and voluntarily. I may withdraw my consent at any time. I will receive a signed copy of this consent form.

__________________________________________
Printed Name of Research Subject (18 years or older)

                                                                  _________________________________________
_____________________                               

Subject’s Signature





Date

	PERSON OBTAINING CONSENT: I certify I was present for the informed consent discussion. The subject or legally authorized representative had an opportunity to ask questions about and appeared to understand the information presented. The subject or legally authorized representative agreed to take part voluntarily in the research and I obtained his/her signature.

_________________________________________

Printed Name of Person Obtaining Consent

_________________________________________    ________________________

Signature of Person Obtaining Consent                     Date




There is a federal law that protects the privacy of health information. This law is known as HIPAA. HIPAA stands for the “Health Insurance Portability and Accountability Act.” 

Signing this consent and authorization form means you give permission to the Carilion Principal Investigator for this study and members of the investigator’s research team to create, get, use, store and share private or “protected” health information that identifies you for the purposes of this research. If you decide not to give your permission, you cannot be in the study, but you can continue to receive regular care at Carilion.

This is the protected information about you that researchers will use: {Modify the following list as appropriate. Delete or add bullets as necessary.}

· Personal identifiers such as name, address, telephone number, social security number or medical record number.

· Demographic information such as age, race, gender.

· Current and past medications or therapies.

· Family medical history.

· Results of physical exams, laboratory tests, x-rays and other diagnostic procedures.

· Tests and procedures that will be done in the study.

· Other personal health information that will be obtained from other sources to use in the research, including past medical history, tests or records from other sites.

· Information from surveys or questionnaires done for this study.

· The following information specific to this study:      
· Tissue, blood samples or other specimens for use in this study

· Tissue, blood samples or other specimens for future research. Check one:

              ___ I give permission to keep my specimens for future research.



___ I DO NOT give permission to keep my specimens for future research.

The research team may share protected information about you with: {Modify the following list as appropriate. Delete or add bullets as necessary. Most studies will need to use at least the first five bullets.}

· The Carilion Clinic Institutional Review Board, a research protection group that  provides ongoing review of the research project.

· Authorized employees of Carilion Clinic who need the information to perform their duties to provide treatment, to ensure the integrity of the research or to do accounting and billing.

· Laboratories and other individuals and organizations that analyze your health information in connection with this research.

·  The Food and Drug Administration (if this research is FDA regulated) or other government agencies that oversee research with humans.

· Committees that monitor research data and safety or other groups authorized to monitor the study.

· Researchers at the following non-Carilion facilities:      
· The following company (known as a contract research organization) that manages the research at Carilion and other sites:      
· The following sponsor or funding agency for the research:      
· Others individuals or organizations, specifically:       
Carilion Clinic and its affiliates are required under law to keep your protected health information private and confidential.  However, the  individuals or agencies who receive your protected health information may not be required by the Federal privacy law to protect it. They could share your protected health information with others without your permission, if permitted by the laws governing them. 

You have the right to stop sharing your protected health information.  To end your permission, you must write to the Principal Investigator at the address listed on the first page of this form. If you want the researchers to stop collecting your information for the research, you may be removed from the study.  If you are removed from the study, it will not affect your ability to receive standard medical care or any other benefits you are entitled to receive.   PHI collected for the research study prior to you ending your permission will continue to be used for the purposes of the research study.  Also, the FDA (if involved with your study) can look at your information related to the study even if you end your permission.

You may not be able to see your protected health information in your medical record related to this study until the study is complete.  If it is necessary for your care, your protected  health information will be provided to you or your physician.

Research information continues to be analyzed or monitored after the study is finished so it is difficult to say when use of your protected health information will stop.  There is not an expiration date for this authorization to use and disclose your protected health information for this study. (Alternative language: This authorization lasts until the study is finished.)

You will receive a signed copy of this form.
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