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The information highlighted in yellow is guidance.  DELETE THIS AND ALL OTHER HIGHLIGHTED INSTRUCTIONS BEFORE SUBMITTING.

RSRB Requirements:

· Use of “Subject”: The consent must use the term research “subject” rather than “participant” or “volunteer”.
· Use of 2nd Person: The information sheet must be written in the 2nd person (e.g., “You are being asked to take part in a research study about…”).  

· Pagination: Maintain page numbering already inserted in the footer (e.g., “2 of 4”).  

· Version Date: Manually type the date in the footer, rather than selecting “Insert Date” from the toolbar to avoid automatic updates each time the document is opened.

· Margins: Maintain the bottom margin of at least 2 inches to provide space for watermarking upon approval.

· Sample Language: Sample language for certain procedures and risks is provided in the Consent Document Sample Language guide.
INFORMATION SHEET
[Insert Title of Study]
Principal Investigator: [Insert] 
This form describes a research study that is being conducted by [insert name of Principal Investigator/Faculty Advisor and Co-Investigator (if applicable)] from the University of Rochester’s Department of [insert department or school name].  
The purpose of this study is to… Describe the general purpose of the study and include relevant background information.  If possible, limit the explanation to why study is being done to one or two sentences (e.g., "…learn more about how men and women communicate pleasant and unpleasant feelings”).
If you decide to take part in this study, you will be asked to…Describe in plain language (i.e., using lay terms), step-by-step, what will be required of or done to the research subject.  If communication by email between study team and subject is intended (i.e., sending and receiving email), indicate in this section. Be concise; avoid describing study procedures in lengthy narrative form.  All procedures should be listed.  If there are multiple steps, use headers, bullets, tables, pictures, etc.  If applicable, include where the study procedures will take place.  
We estimate that approximately [insert number of subjects] will take part in this study.    Your participation will last about [insert length of participation or duration of the study]. 
Insert a description of any immediate and long-term physical, psychological, social, legal and economic risks/discomforts as well as any potential benefits.  Provide enough information to allow the subject to decide if they want to participate including how the researchers are minimizing any risks.  (e.g., “There is a small chance that some of the questions may make you feel uncomfortable.  You may skip any questions you don’t want to answer.  There are no other expected risks to you for participating in this study. There are also no expected benefits.”)
(If applicable for use of email)

Transmitting your information by e-mail has a number of risks that you should consider.  These include, but are not limited to, the following:

a) E-mail can be circulated, forwarded, stored electronically and on paper, and broadcast to unintended recipients.

b) E-mail senders can easily misaddress an e-mail.

c) Backup copies of e-mail may exist even after the sender or the recipient has deleted his or her copy.

d) Employers and on-line services have a right to inspect e-mail transmitted through their systems.

e) E-mail can be intercepted, altered, forwarded, or used without authorization or detection.

f) E-mail can be used to introduce viruses into computer systems.

If applicable, insert a discussion regarding any appropriate alternative procedures or options that might be advantageous to the subject (e.g., not participating or alternative options).  
If applicable:  The University of Rochester is receiving payment from [insert sponsor name] for conducting this research study.  If the study is not funded by an external agency (i.e., department funds) this statement may be deleted.  If the Principal Investigator or any other study personnel has a conflict of interest management plan involving the study sponsor and the plan requires disclosure of the conflict, insert the disclosure statement here.
You will not be paid for participating in this study. [Alternately, “You will receive XX credit of participating in this study” or “You will be paid $XX for participating in this study”.]  There will be no cost to you to participate in this study [or, if there are costs to the subject, provide a description of these costs].  
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 this does happen we will take precautions to protect the information you have provided.  [As applicable to an identifiable data set - Results of the research may be presented at meetings or in publications, but your name will not be used.]
Conditions for the Use of E-mail (If applicable)
The researcher cannot guarantee but will use reasonable means to maintain security and confidentiality of e-mail information sent and received.  You and researcher must consent to the following conditions:

a) E-mail is not appropriate for urgent or emergency situations.  The researcher cannot guarantee that any particular e-mail will be read and responded to.

b) E-mail must be concise.  You should schedule an appointment if the issue is too complex or sensitive to discuss via e-mail.

c) E-mail communications between you and the researcher will be filed in your research record.

d) Your messages may also be delegated to any member of the study team for response. 

e) The researcher will not forward subject-identifiable e-mails outside of URMC and Affiliates without your prior written consent, except as authorized or required by law.

f) You should not use e-mail for communication regarding sensitive medical information.

g) It is your responsibility to follow up and/or schedule an appointment if warranted.

E-Mail Instructions (If applicable)
a) Avoid use of your employer’s computer.

b) Put your name in the body of the e-mail.

c) Put the topic (e.g., study question) in the subject line.

d) Inform the researcher of changes in your e-mail address.

e) Take precautions to preserve the confidentiality of e-mail.
f) Contact the researcher’s office via conventional communication methods (phone, fax, etc.) if you do not receive a reply within a reasonable period of time.

[If an alteration of HIPAA Authorization is being requested for research activities collecting protected health information (PHI), the altered HIPAA language provided in the two paragraphs below may be used.]
In order to collect study information, we have to get your permission to use and give out your personal health information.  We will use [list all information that may be used/disclosed as indicated in the protocol e.g., your research record, related information from your medical records, and both clinical and research observations made while you take part in the research, screening logs, case report forms, survey forms, questionnaires, etc.] to conduct the study.  

Your permission to use your health information for this study will not expire unless you tell us you want to cancel it.  We will keep the information we collect about you indefinitely. [Note to Investigators: if you plan to destroy the records at a definite point that should be stated instead.]  If you cancel your permission, you will be removed from the study.
Your participation in this study is completely voluntary.  You are free not to participate or to withdraw at any time, for whatever reason.  No matter what decision you make, there will be no penalty or loss of benefits to which you are otherwise entitled. 

Additional student-subject wording [delete if not applicable]:  Participating in this study will not affect your class standing or grades at the University of Rochester.  You will not be offered or receive any special consideration if you take part in this research.

Additional employee-subject wording [delete if not applicable]:  Taking part in this research is not a part of your University duties, and refusing will not affect your job.  You will not be offered or receive any special job-related consideration if you take part in this research.  

For more information or questions about this research you may call [insert Principal Investigator or other contact person’s name] at [telephone number].  Please contact the University of Rochester Research Subjects Review Board at 265 Crittenden Blvd., CU 420628, Rochester, NY 14642, Telephone (585) 276-0005 or (877) 449-4441 [insert country code (001) if applicable] for the following reasons:

· You wish to talk to someone other than the research staff about your rights as a research subject;

· To voice concerns about the research;

· To provide input concerning the research process;

· In the event the study staff could not be reached.
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