Research Subject Information Sheet
{This should be used for Exempt studies or survey-only Expedited studies. May also be used for interview/focus group studies with additional added content as requested by the IRB}
Title:      
Investigator:        
insert name
professional title 
address
phone #
You are invited to take part in a research project.  This project is being led by researchers at       (insert department/organization).  The goal of this project is to       (explain the purpose of this study in lay language). 
Being in this research project is voluntary, and you may choose to not take part or withdraw at any time.  If you decide to take part, you will be asked to       (describe what the subject will be asked to do).  The       ( “survey,” “interview,” etc.) should take about       minutes to complete.  
      (Please describe how research records will be kept confidential.)  Use the following if applicable: Your responses will be confidential; no identifying information about you will be collected.  All completed questionnaires will be kept in a locked cabinet OR on a secure server.  The completed questionnaires will not be shared with anyone outside of the research team.   

This study has minimal risk to you.       (Please describe any potential risks or discomforts.)  Use the following if applicable: The only cost to you would be       (describe any potential costs such as travel, unpaid time away from work, etc.).  There is no direct benefit if you take part in the study. (or describe potential benefit if applicable). However, your participation may benefit others by providing information that may help to      .

{Use if PHI (any of the 18 HIPAA identifiers from the EMR) will be accessed as part of this study}

Your PHI will be collected and used for study-related purpose. Your responses will be confidential. All completed questionnaires will be kept on a secure server.  Once this information is collected, it becomes part of the research record for this study and will be used until the end of the study

Only certain people have the legal right to collect, use and share your research records, and they will protect the privacy and security of these records to the extent the law allows. 

This is the 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, or medical record number

· Your social security number {Include if participants are being paid and/or this is being obtained from medical record.}
· Demographic information such as age, race, gender

· Current and past medications or therapies {Include “future” if future data is needed.}
· Family medical history

· 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:      
The investigator and research team may share 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 Office of Human Research Protections (OHRP)

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

· Researchers at the following non-Carilion facilities:      
· The following sponsor or funding agency for the research:      
· Other individuals or organizations, specifically:       

You are not required to sign this consent and authorization. Your refusal to sign will not affect your treatment, payment, enrollment, or eligibility for any benefits outside this research study. However, you cannot participate in this research unless you sign this consent and authorization.

You can revoke your authorization at any time before, during, or after your participation in this study. If you revoke it, no new information will be collected about you, but information that was already collected may still be used. You can revoke your authorization by giving a written request with your signature on it to the Principal Investigator.

Use the following if applicable: This study is being funded by a grant from      .  None of the investigators or research staff will receive additional money or other benefits from the sponsor.  

Use the following for electronic survey studies if appropriate: If you would like to take part, please use the following link to complete our research survey:

www.carilionclinicsurvey.org  

Use the following if applicable: You will receive       as a small token of our appreciation for your time and effort.  
Include if payment for the study will be less than $100 in the next calendar year: Payments made to you as compensation for your participation will be tracked by the research team. This information will be submitted to Carilion’s financial department for central tracking. If you receive greater than $600 from Carilion in a calendar year, this is considered taxable compensation and will be reported to the Internal Revenue Service (IRS). You will be issued a 1099 tax form by Carilion if you meet this reporting threshold.

Include if payment for the study will be $100 or more in the next calendar year: In order to receive compensation for your participation, you will be asked to complete an Internal Revenue Service (IRS) W-9 form. Your social security number will be required to complete the IRS form.  Compensation to study participants greater than $600 in a calendar year is considered taxable compensation and is reportable to the Internal Revenue Service (IRS). Carilion will be required to provide your name, social security number, address, and amount of payment to the IRS. You will be issued a 1099 tax form by Carilion if you meet this reporting threshold. This information and your payment amount will be kept secure and confidential in our research financial records and Carilion’s financial office.  This information will not be associated with the study name or the research data you provide as a participant.
Contact       (name) at       (phone number) if you have questions about the research. If you have questions about your rights as a research subject, you may contact staff of the Carilion IRB at (540) 224-5878.

{Use the below boxes if documentation of consent will not be waived:}

ADULT RESEARCH PARTICIPANT (WHEN THE RESEARCH PARTICIPANT IS ABLE TO CONSENT FOR THEMSELVES): The research study as 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. 

___________________________________________

Printed Name of Research Participant (18 years or older)

__________________________________                ____________________

Participant’s Signature





Date

	Research Team Member OBTAINING CONSENT (WHEN THE RESEARCH PARTICIPANT IS ABLE TO CONSENT FOR THEMSELVES): I certify I was present for the informed consent discussion. The participant had an opportunity to ask questions about and appeared to understand the information presented. The participant agreed to take part voluntarily in the research and I obtained the signature. I will give the participant a copy of the signed consent.

________________________________________________

Printed Name of Research Team Member Obtaining Consent 

__________________________________                       ___________________

Signature of Research Team Member Obtaining Consent                Date


Page 2 of 2
V. 1/27/2023

