


University of Rochester Relying Institution
Consent Language Requirements

This document contains only the UR institutional language requirements.  See the RSRB Consent Form Templates for the applicable full template.


FIRST PAGE ON LETTERHEAD
In addition to the language noted below, all consent forms should be printed with the first page on department or University letterhead. Therefore, it is preferable to submit the consent form for review on electronic letterhead.

***********************************************************
Insert on the first page of the consent form after the Site Investigator’s name, if the external IRB approved MODEL template does not include some type of “Key Information.”  For shorter consent forms, when key information would a replica of the consent form, key information is not required. The text below is provided as guidance; bullet points can be added/updated/removed, based on the nature of the research.  Key information should be a concise and focused summary of the study to provide the reasons why one might or might not want to participate.

KEY INFORMATION

· Being in this research study is voluntary – it is your choice.  
· You are being asked to take part in this study because [Specify condition, situation, circumstances or other reason for recruitment].
· The purpose of this study is [INSERT brief description of purpose, this should be consistent with the Purpose of the Study section below].
· Taking part in this study will last for about [INSERT timeframe, e.g., hours, months, years, etc.]
· Procedures will include [INSERT primary activities]. Some of these procedures may be optional.
· There are risks from participating. 
· The most common risk is [INSERT]. 
· One of the most serious risks is [INSERT].   
· See the “Risks of Participation” section in this consent form for more information.  You should discuss these risks in detail with the study team.
· [Choose one of the following; the same benefit statement should be used in the Benefit section below.] You will not benefit from being in this study. -OR- You might not benefit from being in this research study.  The potential benefit to you might be…
· If you do not want to take part in this study [discuss appropriate alternative procedures or courses of treatment that might be advantageous to the subject if they do not participate (e.g., standard treatment, no treatment, comfort care or participation in another study)] [Delete if no alternatives]

***********************************************************




ELECTRONIC HEALTH RECORDS
Insert under “Procedures”
eRecord, MyChart, and your participation in this study 
Taking part in this study and the results of any testing done for this study may be documented in your electronic health record (eRecord), and you and your designated proxies may see the results in MyChart. The following individuals may know you participated in research and may see study testing and results for this study:
· Staff at the University of Rochester Medical Center and its Affiliates (e.g., Strong Memorial Hospital, Highland Hospital, URMC primary care, specialist physician offices) who have a reason to access your electronic health record. 
· Health care providers who are involved in your care at a facility that is not part of the University of Rochester Medical Center and its Affiliates and who have reason to access your electronic health record.
· Individuals who request a copy of information from your health record for activities such as treatment or payment (e.g., medical insurance companies, worker’s compensation).
The research team may be notified if you receive other health care services at URMC or any of its Affiliates (e.g., visit to the emergency room or urgent care).
If you have questions or concerns, you should discuss it with the research team.

***********************************************************

Include the following text if a subject is being paid and that payment could amount to a total of $600 or more (for participation in one or more studies): 
PAYMENT FOR PARTICIPATION
Payment received for taking part in research is considered taxable income.  If you receive payment for taking part in studies at the University of Rochester of $600.00 or more in any one calendar year, the University is required to report this information to the Internal Revenue Service (IRS) in a 1099 (Miscellaneous Income) form.  You will be sent a copy of this form and a copy will be sent to the IRS.  You may be asked to submit a W-9 form, which includes your Social Security Number. If you are asked to complete a W-9 form and we find that you are not a US citizen or permanent resident, we may need to withhold 30% of your payment for taxes consistent with tax requirements.

***********************************************************

Include the following text if subjects are being reimbursed for travel expenses (i.e., it is appropriate to use “reimbursed” rather than “paid” if expenses will be incurred by the subject:
REIMBURSEMENT FOR TRAVEL EXPENSES
You will be reimbursed for reasonable out of pocket expenses after submission of receipts to the study team.  You will only be reimbursed for actual expenses up to a maximum amount of $XX.  Such reimbursed expenses are not taxable.

***********************************************************



(Standard language for all greater than minimal risk studies) 
COMPENSATION FOR INJURY 
If you think you have been injured as a result of taking part in this research study, tell the person in charge of this research study as soon as possible. The study investigator’s name and phone number are listed in this consent form. The University of Rochester and the study investigator will determine whether your injury was the result of your participation in the study.  
We will offer you the necessary care to treat your injuries. The costs of treatment may be billed to you or your insurer just like any other medical costs, or covered by the University of Rochester or other third party, depending on a number of factors. If your insurance is billed, you may be responsible for deductibles and co-payments. There are no plans to pay you or give you other compensation for the injury. You do not give up your legal rights by signing this form. 
If the care you receive as a result of your injury is paid for by the University of Rochester or another party, we will need to collect certain personal information about you for insurance or payment reporting purposes, such as your name, date of birth, gender, social security number or Medicare identification number and information related to this research study. We may be required to report this information to the Centers for Medicare & Medicaid Services. We will not use this information for any other purpose.

***********************************************************
Insert if the external IRB approved MODEL template does not indicate who the sponsor of the study is in the consent form.
SOURCE OF FUNDING FOR THE STUDY

The University of Rochester is receiving payment from [sponsor's name] for conducting this research study.

***********************************************************

Insert language as applicable if there is a UR transparency policy or management plan in place.
CONFLICT OF INTEREST

***********************************************************

HIPAA
The University requires HIPAA to be embedded in the body of the consent form.  (Note: It is acceptable to use sponsor’s language, as long as all the elements of the UR language are included.)
(Include for studies when protected health information (PHI) is being collected)
Confidentiality of Records and Authorization to Use and Disclose Information for Research Purposes 
The University of Rochester makes every effort to keep the information collected from you private.  In order to do so, we will [insert protection measures].  Sometimes, however, researchers need to share information that may identify you with people that work for the University, regulators or the study sponsor.  
If you have never received a copy of the University of Rochester Medical Center (URMC) and Affiliates Notice of Privacy Practices, please ask the investigator for one. 
What information may be used and given to others?
· The investigator will get your personal and medical information.  
· Research records
· Records about phone calls made as part of this research
· Records about your study visits
· Past and present medical records related to the study, including records of external providers that are available via your electronic health record at URMC & Affiliates   [include only if you will be collecting information from the medical record]
· Results of medical tests [include only if you will be conducting medical testing, labs, imaging, etc.]

Who may use and give out information about you?
· The investigator and the study staff
· URMC and Affiliates

Your information may be given to: 
· The Department of Health and Human Services
· The University of Rochester
· [Include if sponsored] The Sponsor and companies working with, on behalf of, or collaborating with the Sponsor 
·  [Include every organization or individual where data is shared (i.e., Participant Payments, data monitoring committees, government agencies, foreign government regulatory agencies, companies, coordination centers, data management centers, other research sites, home health agencies, etc. who might receive, and/or use the information).] 
· The U.S. Food and Drug Administration (FDA) may also need to inspect study records at some point during the study or even after it has been completed.  In the event that this should occur, every effort will be made to keep identifying information about you private. [include for drug/device studies or studies funded by the Food and Drug Administration] 

Why will this information be used and/or given to others?
· To do the research 
· To study the results 
· To see if the research was done correctly  

If the results of this study are made public, information that identifies you will not be used.
What if I decide not to give permission to use and give out my health information?
Then you will not be able to be in this research study.

May I review or copy my information?
Yes, but only after the research is over.

How long will this permission be valid?
This permission will last indefinitely. 

May I cancel my permission to use and disclose information?
Yes. You may cancel your permission to use and disclose your health information at any time.  You do this by sending written notice to the investigator.  Upon receiving the written notice, the research team will no longer use or disclose your health information and you will not be able to stay in this study.  Information that has already been gathered may need to be used and given to others for the validity of the study.  

May I withdraw from the study?
Yes. If you withdraw your permission to be in the study, no new health information identifying you will be gathered after that date.  Information that has already been gathered may still be used and given to others.  

Is my health information protected after it has been given to others?
No. There is a risk that your information will be given to others without your permission.  Once your information is disclosed to the named entities or organizations listed above, it is possible that your medical information will be re-disclosed and will no longer be protected by U.S. federal privacy regulations.

***********************************************************
Insert if the study will text and/or email subjects for the purpose of the study and the external IRB approved MODEL template does not include any disclosure vs. text and/or email.  Revise language, as appropriate, to delete the word “text” or “email” if both will not be used in the study.

Use of E-mail and/or Text Messaging in Research (If applicable) 
You have the option to receive communications about this study via email and/or text messaging, by indicating your consent at the end of this form.  [Insert purpose as applicable, e.g.: Messages will be limited to appointment reminders] 
Email and/or text communications may be sent or received in an unencrypted (unprotected) manner. Therefore, there is a risk that the content of the communication, including your personal information, could be shared beyond you and the research team. Your consent below indicates that you understand this risk. The University of Rochester is not responsible for any interception of messages sent through email or texting. 
[For email messages add] Email communications between you and the research team may be filed in your research record.  
[For text messages add] You are responsible for any fees charged by your carrier’s service plan for text messaging. You may decide not to receive or send text messages with research study staff at any time, in person or by sending the research number a text message that says “Stop Research Text”. Your consent, and any request to stop email or text messaging, applies to this research study only.
[bookmark: _Hlk117608475]Add to the end of Consent/Permission form:
Place your initials in the YES OR NO box, based upon your decision to take part.  
Communication with the Study Team
	YES 
(initial)
	NO
(initial)
	I consent to the use of email in this study.  If yes, enter email address: 
___________________________

	YES 
(initial)
	NO
(initial)
	I consent to the use of text messaging in this study.  If yes, enter phone number: 
___________________________




*************************************************************

Additional optional sections:

Participant Payments:

If participants are being paid using the Participant Payments system, refer to the Office of Clinical Research’s Participant Payments Reference Materials page:
https://sites.mc.rochester.edu/urmc-clinical-research/participant-payments/reference-materials/

HIV Testing:

If the study involves HIV testing as a condition for inclusion or as part of the research procedures, refer to the Guideline for Research Involving HIV Testing:
https://www.rochester.edu/ohsp/documents/ohsp/pdf/policiesAndGuidance/GDL_HIV_Research.pdf

Genetic Testing:
If the study involves genetic testing or gene transfer, refer to Policy 608 “Research Involving Genetic Testing and Gene Transfer” and its associated guidelines:
https://www.rochester.edu/ohsp/policies/guidanceDocuments.html
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