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You Are Being Asked to Be in a Research Study

What Is a Research Study?
The main purpose of research studies is to gain knowledge. This knowledge may be used to help others. Research studies are not intended to benefit you directly, though some might.  

Do I Have to Do This?
No. Being in this study is entirely your choice.  If you decide to join this study, you can change your mind later on and withdraw from the research study. 

Taking part in a study is separate from medical care. The decision to join or not join the research study will not affect your status as a patient.  

What Is This Document?
This form is an informed consent document. It will describe the study risks, procedures, and any costs to you.

This form is also a HIPAA Authorization document. It will describe how your health information will be used and by whom.

Signing this form indicates you are willing to take part in the study and allow your health information to be used.

What Should I Do Next?
1. Read this form, or have it read to you.
2. Make sure the study doctor or study staff explains the study to you.
3. Ask questions (e.g., time commitment, unfamiliar words, specific procedures, etc.) 
4. If there will be medical treatment, know which parts are research and which are standard care.
5. Take time to consider this, and talk about it with your family and friends.




	



Emory University
Consent to be a Research Subject / HIPAA Authorization 


Title: Mobile Messaging Intervention to Present New HIV Prevention Options for MSM

Principal Investigator: Patrick Sullivan, Ph.D., Emory University, Rollins School of Public Health, Dept. of Epidemiology

Introduction
You are being asked to be in a research study. This form is designed to tell you everything you need to think about before you decide if you want to be a part of the study.  It is entirely your choice.  If you decide to take part, you can change your mind later on and withdraw from the research study. The decision to join or not join the research study will not cause you to lose any medical benefits. If you decide not to take part in this study, your doctor will continue to treat you.

Before making your decision:
· Please carefully read this form or have it read to you
· Please listen to the study doctor or study staff explain the study to you 
· Please ask questions about anything that is not clear

You can take a copy of this consent form, to keep. Feel free to take your time thinking about whether you would like to participate. You may wish to discuss your decision with family or friends. Do not sign this consent form unless you have had a chance to ask questions and get answers that make sense to you.  By signing this form, you will not give up any legal rights.

What is the purpose of this study?
The purpose of this study is to:
Aim 1: Learn about messaging topics for sexual health and HIV, such as what kinds of message formats men who have sex with men (MSM) prefer, and how often to send messages.
Aim 2: Create, test and complete messages made for a variety of MSM, including HIV-negative MSM at lower risk, HIV-negative MSM at higher risk, and MSM living with HIV.

What will I be asked to do?
If you choose to be in this study, we will ask you to talk about your views, thoughts and opinions on a series of messages. You will also be asked for your views on the content of those messages. We may ask you to expand upon things you mention, or why you made a certain choices or comments. All thoughts and ideas are valid, and all opinions will be considered. We’re looking for your candid thoughts on what makes any given message better than others, and how each message can be made most appealing to you. This group talk will take about 90 minutes. It will be held in a private venue, so you can more openly discuss with the other men in your group. 

Who owns my study information and samples?
If you join this study, you will be donating your thoughts and opinions.  You will not receive any token of appreciation if your samples or information are used to make a new product. If you withdraw from the study, data and samples that were already gathered may be still be used for this study.  

What are the possible risks and discomforts?
We believe this study poses minimal risk to you as a participant. You may feel nervous, shy or feel discomfort talking about sex acts and beliefs.  You do not have to answer questions that you do not wish to answer. We will not collect any information from you other than your voice on the audio recording. 

It is possible that the study team will learn something new during the study about the risks of being in it.  If this happens, they will tell you about it. Then you can decide if you want to remain in this study or not. You may be asked to sign a new consent form that includes the new information if you decide to stay in the study.
Will I benefit directly from the study? 
This study is not designed to benefit you directly. Doing this research study may not benefit you personally. We may learn about how to promote prevention services that can help reduce the health burden of HIV among MSM.
Will I receive a token of appreciation?
You will get $450 for each completed study visit, as a token of appreciation to you.  If you do not finish the study, we will give you a token of appreciation for the visits you have attended. 

How will you protect my private information that you collect in this study?
Whenever possible, a study number, rather than your name, will be used on study records. Your name and other identifying information will not appear when we present or publish the study results.

Study records can be opened by court order.  They also may be provided in response to a subpoena or a request for the production of documents. 

Storing and Sharing your Information
The data you provide will be stored securely, with all names and data that could be used to identify you removed. The data you provide are to be used only by study staff. Your contact details will be stored securely, for use only when contacting you for study activities described in this form. The data you provide will not be used for other research.

Costs
There will be no costs to you for being a part of this study, other than basic costs like travel. You will not be charged for any of the research activities.

Withdrawal from the Study
You have the right to leave a study at any time without penalty. The study team also have the right to remove you from in this study without your consent for any reason. The study team may remove you from the study if they believe it is in your best interest or if you were to object to any future changes that may be made in the study plan.


Authorization to Use and Disclose Protected Health Information

The privacy of your health information is important to us.  We call your health information that identifies you, your “protected health information” or “PHI.”  To protect your PHI, we will follow federal and state privacy laws, including the Health Insurance Portability and Accountability Act and regulations (HIPAA).  We refer to all of these laws as the “Privacy Rules.”  Here we let you know how we will use and disclose your PHI for the study.

PHI that Will Be Used/Disclosed:  
The PHI that we will use or share for the main research study includes:
· HIV status
· Contact information (name, phone & email)

Purposes for Which Your PHI Will Be Used/Disclosed:
We will use and share your PHI for the conduct and oversight of the research study.  We will also use and share your PHI to conduct normal business operations.  We may share your PHI with other people and places that help us conduct or carry out the study, such as data management centers, data monitors, contract research organizations, Institutional Review Boards (IRBs) and other study sites. If you leave the study, we may use your PHI to determine your or contact information.

Use and Disclosure of Your Information That is Required by Law:  
We will use and disclose your PHI when we are required to do so by law. This includes laws that require us to report child abuse or abuse of elderly or disabled adults. We will also comply with legal requests or orders that require us to disclose your PHI. These include subpoenas or court orders.  

Authorization to Use PHI is Required to Participate:
By signing this form, you give us permission to use and share your PHI as described in this document. You do not have to sign this form to authorize the use and disclosure of your PHI.  If you do not sign this form, then you may not participate in the research study.  

People Who Will Use/Disclose Your PHI:
The following people and groups will use and disclose your PHI in connection with the research study:

· The Principal Investigator and the research staff will use and disclose your PHI to conduct the study.
· Emory may use and disclose your PHI to run normal business operations.
· The Principal Investigator and research staff will share your PHI with other people and groups to help conduct the study or to provide oversight for the study.
· Centers for Disease Control and Prevention is the supporter of the study.  The supporter will not have access to your PHI. Study staff will not disclose your PHI to CDC team member. 
· The following people and groups will use your PHI to make sure the research is done correctly and safely:
· Emory, University of Michigan and Public Health Solutions offices that are part of the Human Research Participant Protection Program and those that are involved in study administration and billing. These include the Emory IRB, the Emory Research and Healthcare Compliance Offices, and the Emory Office for Clinical Research. 
· Government agencies that regulate the research including:  Office for Human Research Protections.
· Public health agencies.
· Research monitors and reviewer.
· Accreditation agencies.
· Sometimes a Principal Investigator or other researcher moves to a different institution. If this happens, your PHI may be shared with that new institution and their oversight offices. PHI will be shared securely and under a legal agreement to ensure it continues to be used under the terms of this consent and HIPAA authorization.

Expiration of Your Authorization
Your PHI will be used until this research study ends.

Revoking Your Authorization
If you sign this form, at any time later you may revoke (take back) your permission to use your information.  If you want to do this, you must contact the study team at: 

ATTN: MMI4MSM Team. 1518 Clifton Road NE, GCR 446, Atlanta, GA 30322

At that point, the study team would not collect any more of your PHI.  But they may use or disclose the information you already gave them so they can follow the law, protect your safety, or make sure that the study was done properly and the data is correct.  If you revoke your authorization you will not be able to stay in the study. 

Other Items You Should Know about Your Privacy
Not all people and entities are covered by the Privacy Rules.  HIPAA only applies to health care providers, health care payers, and health care clearinghouses.  If we disclose your information to people who are not covered by the Privacy Rules, including HIPAA, then your information won’t be protected by the Privacy Rules.  People who do not have to follow the Privacy rules can use or disclose your information with others without your permission if they are allowed to do so by the laws that cover them.

To maintain the integrity of this research study, you generally will not have access to your PHI related to this research until the study is complete.  When the study ends, and at your request, you generally will have access to your PHI that we maintain in a designated record set.  A designated record set is data that includes medical information or billing records that your health care providers use to make decisions about you. If it is necessary for your health care, your health information will be provided to your doctor. 

We may remove identifying information from your PHI.  Once we do this, the remaining information will not be subject to the Privacy Rules.  Information without identifiers may be used or disclosed with other people or organizations for purposes besides this study.  

Contact Information
Contact study coordinator Evelyn Olansky at 404-727-5472, or principal investigator Patrick Sullivan at 404-727-2038:
· if you have any questions about this study or your part in it,  
· if you have questions, concerns or complaints about the research

[bookmark: _GoBack]Contact the Emory Institutional Review Board at 404-712-0720 or 877-503-9797 or irb@emory.edu:
· if you have questions about your rights as a research participant.
· if you have questions, concerns or complaints about the research.
· You may also let the IRB know about your experience as a research participant through our Research Participant Survey at http://www.surveymonkey.com/s/6ZDMW75.

Consent and Authorization

Consent for Contact for Optional Study/Studies:  
Please check the box below if you consent to be contacted for future studies conducted by Emory University. Only your contact information would be kept for this purpose. The data you provide today will not be used as a part of future Emory University studies for which you may be contacted.

 Checking this box indicates your consent to be contacted for participation in future Emory University studies.

TO BE FILLED OUT BY SUBJECT ONLY
Please print your name, sign, and date below if you agree to be in the main study. By signing this consent and authorization form, you will not give up any of your legal rights. We will give you a copy of the form to keep.

	
Name of Subject 


			 
Signature of Subject (18 or older and able to consent)	Date              Time


TO BE FILLED OUT BY STUDY TEAM ONLY

__________________________________________________________
Name of Person Conducting Informed Consent Discussion

			
Signature of Person Conducting Informed Consent Discussion	Date              Time


7 of 7

