Consent for Participation in Research
And

Authorization for Use or Disclosure of Private Health Information
Protocol Title: [Insert title of study]
Principal Investigator: [Insert PI’s Name]
Introduction

The purpose of this form is to provide you information that may affect your decision as to whether or not to participate in this research study.  The person performing the research will answer any of your questions.  Read the information below and ask any questions you might have before deciding whether or not to take part. If you decide to be involved in this study, this form will be used to record your consent.  You must be at least 18 years of age to participate.

Purpose of the Study

You have been asked to participate in a research study about [Insert general statement about study].  The purpose of this study is [explain the research questions and purpose in lay/simplified language].

Why am I being asked to take part in this research study?
You are being asked to take part in this study because [name reason/condition here].  Your participation in this study is completely voluntary.  You may refuse to participate or stop your participation in this research study at any time without penalty or loss of benefits and without jeopardizing your medical care at [Institution].   
How many people will take part in this study and how long will it take?

This study will take [Insert the length of time for participation, frequency of procedures or any other applicable information] and will include approximately [Insert the expected number of study participants] study participants at the University of Notre Dame. [If this is a multi-site study, please also insert: “This study also is taking place at a number of other institutions around the country (world).  There will be a total of [insert number] people participating in this research study throughout the United States (and other countries).”]
What will you be asked to do?

If you agree to participate in this study, you will be asked to [If appropriate, use bullet points to explain the procedures and to what the participant is consenting/authorizing.  Give enough detail to assure that potential participants can make a truly informed decision).
Note: If participants will be audio/video recorded include this statement:
Your participation [will or may] be [audio/video] recorded.

What are the risks involved in this study?

NOTE: If risks are minimal include the statement: The risks involved with participation in this study are low and may include [Insert risks such as loss of confidentiality of data, stress from answering sensitive questions, etc. or state that there no foreseeable risks to participating in this study]. 

If risks are greater then minimal include the statement:

The procedures involved in this study may involve risks that are currently unforeseeable. Possible risks associated with this study are [Explain risk of participation, including the likelihood of the risk occurring and what will be done to mitigate the risks.  Also, include procedures to address situations where the participant feels that they have been injured in any way].  

What are the possible benefits of this study?

Note: If the study has direct benefits include this statement:

The possible benefits of participation are [Insert the direct benefits that may reasonably be expected]. 

If the study does not have direct benefits to the research participant, include this statement:  You will receive no direct benefit from participating in this study; however, there may be societal benefits such as [Explain potential benefits to society].  
Is there an alternative to participation?

NOTE:  For studies that are not greater than minimal risk and are not HHS (NIH) funded, this element may be omitted.

For studies that are greater than minimal risk, insert information about the alternatives to participation.
Do you have to participate?

No, your participation is voluntary. You may decide not to participate at all or, if you start the study, you may withdraw at any time.  Withdrawal or refusing to participate will not affect your relationship with the University of Notre Dame in anyway. 

If you would like to participate [Insert applicable instructions; e.g., sign and return the form to the PI, etc.].  You will receive a copy of this form.

If the participants are prisoners include the following statement:  

Your participation in this research study will have no effect on your parole or probation.
What if you are injured because of the study?

NOTE:  If there are no potential risks for physical injury, state this. 
However, if there is potential for physical injury, the following statements may be used and/or modified:
1. If the study involves physical risk, assess the risk and add a statement such as: “The University has no program or plan to provide treatment for research related injury or payment in the event of a medical problem.  However, in the event of a research related injury, please notify the principal investigator.” 
2. If emergency treatment for research-related injuries is arranged by, it should be clearly stated.  However, a statement for extended care should also be put into the consent form, such as, “The University has no program or plan for continuing medical care and/or hospitalization for research-related injuries or for financial compensation. However, you are not waiving any of your legal rights by participating in this study.” 

3. If all of the participants are students at the University, it is appropriate to state, “If injuries occur as a result of study activity, eligible University students may be treated at the usual level of care with the usual cost for services at the Student Health Center, but the University has no program or plan to provide payment in the event of a medical problem.”

How will my information be protected?
[Insert, if applicable: All results obtained in this study will be kept confidential and only available to the research study team. Your individual information will not be reported, only the results of all participants as a group.] 
How will my privacy be protected?

There are policies and rules to protect information about you.  Federal and state laws and the federal medical Privacy Rule (HIPAA) also protect your privacy.  By signing this form, you provide your permission, called your “authorization,” for the use and disclosure of information protected by the Privacy Rule.
The research team working on the study will collect information about you.  This includes things learned from the procedures described in this consent form.  They may also collect other information including your name, address, date of birth, and information from your medical records. This could include information about HIV and genetic testing, or treatment for drug or alcohol abuse or mental health problems.

The research team will know your identity and that you are in the research study.  Other people at [Institution], particularly your doctors, may also see or give out your information. We make this information available to your doctors for your safety.  If you think this study might affect your clinical care, please inform your doctor. 

People outside of [Institution] may need to see or receive your information for this study.  Examples include government agencies (such as the Food and Drug Administration), safety monitors, other sites in the study and companies that sponsor the study.

We cannot do this study without your authorization to use and give out your information.  You do not have to give us this authorization.  If you do not, then you may not join this study.

We will use and disclose your information only as described in this form; however, people outside [Institution] who receive your information may not be covered by this promise or by the federal Privacy Rule.  We try to make sure that everyone who needs to see your information keeps it confidential – but we cannot guarantee that your information will not be re-disclosed.

The use and disclosure of your information has no time limit. You may revoke (cancel) your permission to use and disclose your information at any time by notifying the Principal Investigator of this study by phone or in writing.  If you contact the Principal Investigator by phone, you must follow-up with a written request that includes the study number and your contact information.  The Principal Investigator’s name, address, phone and information are on page one of this consent form. 

If you do cancel your authorization to use and disclose your information, your part in this study will end and no further information about you will be collected. Your revocation (cancellation) would not affect information already collected in the study, or information we disclosed before you wrote to the Principal Investigator to cancel your authorization.

Finally, with your initials, please specifically authorize the use of your private health information relating substance abuse, psychiatric information, or HIV/AIDS, if applicable, for the above-described purposes. 







Initials: ________________
What should you know about the collection of genetic information?
NOTE:  If the research is not collecting genetic information, do not include this section.   
If the research collects genetic information the following must be included:

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:

· Health insurance companies and group health plans may not request your genetic information that we get from this research

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.

· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

All health insurance companies and group health plans must follow this law by and all employers with 15 or more employees must follow this law.

Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, nor does it prohibit discrimination on the basis of a genetic disease or disorder that you already know about.

By signing the consent form, you acknowledge that you have voluntarily donated your [indicate type such as blood, saliva, etc] specimen to the University for research purposes. The University has no plans to compensate you for any commercial uses of the products that may be derived from the specimen. The University will maintain ownership of the specimen.

Whom to contact with questions about the study? 

Prior to, during or after your participation you can contact the researcher [Insert PI name] at [Telephone number] or send an email to [Email address] for any questions or if you feel that you have been harmed. 

NOTE:  Only include this statement if the study is Expedited or Full Board: 

This study has been reviewed and approved by The University’s Institutional Review Board and the study number is [Insert study number].

Whom to contact with questions concerning your rights as a research participant?

For questions about your rights or any dissatisfaction with any part of this study, you can contact, anonymously if you wish, the Notre Dame Research Compliance Office, at 574-631-1461 or by email at compliance@nd.edu . 

Participation


If you agree to participate [Insert instructions for returning the signed forms].
Signature
You have been informed about this study’s purpose, procedures, possible benefits and risks, and you have received a copy of this form. You have been given the opportunity to ask questions before you sign, and you have been told that you can ask other questions at any time. You voluntarily agree to participate in this study.  By signing this form, you are not waiving any of your legal rights.

NOTE: Include the following if recording is optional: 
______   I agree to be [audio and/or video] recorded.

______   I do not want to be [audio and/or video] recorded.

_________________________________

Printed Name 

_________________________________



_________________

Signature
Date

As a representative of this study, I have explained the purpose, procedures, benefits, and the risks involved in this research study.

_________________________________






Print Name of Person obtaining consent






_________________________________



_________________


Signature of Person obtaining consent




Date


