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The information highlighted in yellow is guidance and/or additional clarification of the federal requirements. 
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 consent form 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.
CONSENT FORM

Database for Future Contact [Insert Title of Study]
Principal Investigator:  [Insert]
This consent form describes a research database, what you may expect if you decide to take part and important information to help you make your decision.  Please read this form carefully.
The study staff will explain this study to you.  Please ask questions about anything that is not clear before you agree to participate.  You may take this consent form home to think about and discuss with family or friends.
· Being in this database is voluntary – it is your choice.

· If you join this database, you can change your mind and stop at any time.

· If you choose not to take part, your [routine medical care, employment status, educational status, etc.] will not be changed in any way.  [Delete if not applicable.]

· There are risks from participating and you should understand what these mean to you.
Introduction & Purpose
The [doctors/researchers] in the [Insert Department/Center/Group] at the University of Rochester have created a database (a list) of individuals who are interested in taking part in future research studies about [insert population/disease/condition].   People included in the database will be contacted when a new study starts to see if they are interested in participating.
Description of Database
If you decide to be included in the database, your contact information [and information from your medical and research records (if applicable)] will be placed in this list.  If applicable:  This will include information such as [insert database variables – e.g., name, date of birth and diagnosis].  Researchers may then contact you in the future about new research on [insert population/disease/condition].  If you are contacted, you can decide at that time whether or not you are interested in participating in the study.  Being included in the database does not mean you will be enrolled in the study; rather, you are only agreeing to be contacted about future research studies.
You may change your mind and have your name, and any additional information that was collected, removed from the database at any time by contacting the study team using the information below.  [If subjects will be removed from the database at a certain time point, provide a description of this process.  For example:  After 3 years, you will automatically be removed from the database and no longer contacted.]
Risks of Participation 
Participation in research may involve some loss of confidentiality. None of your information will be used for research without your permission. Your contact information will not be shared with anyone outside the study team.

Benefits of Participation

You might not benefit from being in this research database.
Costs/Payments 

There will be no cost to you to participate in this database.  You will not be paid for participating in this database.
Confidentiality of Records
The University of Rochester makes every effort to keep the information collected from you confidential.  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.  Results of the research may be presented at meetings or in publications, but your name will not be used.  
Confidentiality of Records and Authorization to Use and Disclose Information for Research Purposes (For studies with which protected health information (PHI) is being collected)
[If protected health information (PHI) is being collected or if you are part of the covered entity, use the standard Confidentiality of Records and HIPAA Authorization language provided in the RSRB Biomedical Consent Template.]
[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.
Contact Persons

For more information concerning this research or if you feel that your participation has resulted in any emotional or physical discomfort please contact: [insert 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.

Voluntary Participation

Taking part in this research database is voluntary.  You are free not to take part or to withdraw at any time, for whatever reason.  No matter what decision you make, there will be no penalty or loss of benefit to which you are entitled.  In the event that you do withdraw from this database, the information you have already provided will be kept in a confidential manner.

Additional student-subject wording [delete if not applicable]:  This 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 database.

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 database.  

********************************************************************************************
Insert any checkbox options for future use of biological specimens or research data, future contact, audio/video recording, etc.  If possible, checkbox options & signature blocks should appear all on one page.
Signatures/Dates
After reading and discussing the information in this consent form you should understand:

· Why this database is being maintained;

· What will happen during participation;

· Any possible risks and benefits to you;

· How your personal information will be protected;
· What to do if you have problems or questions about this database.
Subject Consent
I have read (or have had read to me) the contents of this consent form and have been encouraged to ask questions.  I have received answers to my questions.  I agree to participate in this database.  I have received (or will receive) a signed copy of this form for my records and future reference.

Subject Name (Printed by Subject)
Signature of Subject





Date

Person Obtaining Consent

I have read this form to the subject and/or the subject has read this form.  I will provide the subject with a signed copy of this consent form.  An explanation of the research was given and questions from the subject were solicited and answered to the subject’s satisfaction.  In my judgment, the subject has demonstrated comprehension of the information.  I have given the subject adequate opportunity to read the consent before signing.
Name and Title (Print)
Signature of Person Obtaining Consent



Date
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