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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: A Biosocial Pilot Study of Stress and Unintended Pregnancy During Adolescence and Young Adulthood


Public Study Name: Stress and Young Women’s Health
Principal Investigator: Kelli Stidham Hall, PhD MS
Sponsor: National Institute of Child Health and Human Development and Emory University
If you are the legal guardian of a child who is being asked to participate, the term “you” used in this consent refers to your child.
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. 
Before making your decision:
· Please carefully read this form or have it read to you

· Please listen to the study staff explain the study to you 

· Please ask questions about anything that is not clear

You may keep a copy of this consent form for your records. 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 identify the role stress plays in the physical, mental and reproductive health of adolescent and young adult women. The results of this study will be used to advance public health knowledge and influence any necessary future interventions to promote young women’s health and wellbeing. The results will also inform the research methods to be used in a larger future study of young women across the U.S.
What will I be asked to do?
This is a long-term study, and your participation will be requested for two years. If you agree to participate, we will ask you to complete an in-depth, interviewer-administered survey that covers topics about your health, factors in your daily life and information about you at the start of the study. You will then be asked to complete brief internet-based surveys monthly for two years. At your one and two-year anniversaries of being in the study, we will ask that you complete a single in-depth, in-person survey again.
In addition to the surveys, you will be asked to provide small amounts of blood spots and hair during the in-person appointments. Researchers will also collect information from you regarding your overall physical health such as blood pressure, height, weight, and waist circumference. After this first collection, you may be requested to participate in the same biological tests once a year for the two-year study period.   

Hair Collection: Hair follicles from the back of your scalp will be cut and collected, measuring about half a pencil’s diameter. Hair from this location will enable us to examine changes in stress hormone levels over a month or longer. This will be used to understand how long term stress influences young women’s health. Once collected, we will use an ID number to identify the samples. 
Blood Collection: For the blood collection, 6 blood drops will be collected from a finger-stick and saved on special filter paper. To obtain the blood drops, your trained interviewer will first clean your middle or ring finger with alcohol, then apply a rubber strap around your upper arm and prick your finger with a sterile, disposable micro-lancet. He or she will then place 6 drops of blood onto special filter paper for drying. These drops will be tested for three compounds (antimulleurian hormone, CRP, EBV) that are related to stress and women’s health. The results of these tests will be used to understand how health-related behaviors and life experiences may contribute to young women’s health. We will use the same ID number to identify these samples. 
If the finger stick does not yield enough blood for the tests described above, you will be asked to consent to a second one. You may decline this second finger stick. Declining the second prick does not affect your monetary incentive. 
Optional Study:
If you consent, you may be chosen to partake in a second study designed to test some of the methods used in this research study. You do not need to consent to this part, and your participation in this part of the research project does not affect your participation in the rest of the study. 
In addition to the above described activities, you may be selected and asked to complete a hormone monitoring kit once sometime during the several months after you enroll in the study.
Clearblue Easy Fertility Monitor Kit: Sometime throughout the study, immediately following a menstrual period, you will be asked to regularly use a urinary hormone monitoring kit for one month or until your next period. A research assistant will provide more information to you on how to use this kit and answer any additional questions you may have about the kit during the first appointment. This kit will collect and store electronic information regarding your hormone levels during your normal menstrual cycle and will be used to understand how stress can impact these levels. 
Please Note: The tests described above are not diagnostic tests to detect disease. They are intended only to understand long term causes of stress on women’s health. However, if any of the tests indicate the need for immediate medical attention, the results will be reported to the Principle Investigator who will contact you and provide any necessary resources you may need. 
Who owns my study information and samples?
If you join this study, you will be donating your samples and study information. If you withdraw from the study, data and samples that were already collected may be still be used for this study. 
What are the possible risks and discomforts?
There may be side effects from the study procedures that are not known at this time.  
The most common risks and discomforts expected in this study are:
· Distress or discomfort from some sensitive questions asked in the survey.

· There may be some slight discomfort from the finger stick and the rubber strap used to collect blood drops.

· There may be a small amount of discomfort from the hair collection. 

· Though not expected, there are risks associated with a potential breach of privacy.

The less common risks and discomforts expected in this study are:
· Though uncommon, there is a small risk of fainting or bruising from the blood sample collection.

· Extreme distress from the questions asked in the survey.

Rare but possible risks include:
· Very rare risk of infection from the blood collection.
It is possible that the researchers will learn something new during the study about the risks of participation.  If this happens, they will tell you about it. Then you can decide if you want to continue to be 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.  This study is designed to learn more about the interactions between stress and young women’s health. The study results may be used to develop programs or guide future research to better the community as a whole.
Will I be compensated for my time and effort?
You will get $50 for the first completed survey and sample collection, to compensate you for your time, travel, and effort. You will also be compensated $50 for any additional in-person interview or data collection sessions. You will also receive $10 for every two online monthly surveys you complete. If you do not finish the study, we will compensate you for the visits you have completed. If you complete each monthly survey and all in-person visits, you could receive a total of up to $260. Compensation will be provided in the form of an electronic gift card from a store of your choice. This payment method involves emailing the compensation to the same email address given for the monthly surveys.

How will you protect my private information that you collect in this study?
A designated research assistant will manage data entry and the data will be kept in a password-protected computer. 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.
Certificate of Confidentiality
To further protect your privacy, the investigators have obtained a Confidentiality Certificate.
What the Certificate of Confidentiality protects:
The National Institutes of Health has given this study a Certificate of Confidentiality. Emory would rely on it to not give out study information that identifies you. For example, if Emory received a subpoena for study records that identify you, we would say no. The Certificate gives Emory legal backup to say no. It covers information about you that could harm your image or finances. It also covers information about you that could harm your chances at a job, potential schools, or getting insurance. 
What the Certificate of Confidentiality does not protect:
The certificate does not prevent you or someone other than you from making the decision to disclose your information. The Certificate also does not prevent Emory from releasing information about you:
· Information to state public health offices about certain infectious diseases

· Information to law officials if child abuse has taken place

· Information Emory gives to prevent immediate harm to you or others

· Information Emory gives to the study sponsor as part of the research

Storing and Sharing your Information
Your samples and health information will be stored and shared only with other researchers associated with this project. The samples you provide will not be stored for future research projects.
Costs
There will be no costs to you for participating in this study, other than basic expenses like transportation, for which you may be compensated. You will not be charged for any of the research activities.
We will give you emergency care if you are injured by this research. However, you will not be given reimbursement for medical care other than what your insurance may provide.  You will not receive other compensation.  Emory University has not set aside funds to pay for this care or compensate you if a mishap occurs.  If you believe you have been injured by this research, you should contact Dr. Kelli Hall, the principal investigator in charge, at 404-727-8741 or kelli.s.hall@emory.edu. You can also contact a member of the study team at Womens.Stress.Study@emory.edu or 404-857-2703.
Withdrawal from the Study
You have the right to leave a study at any time without penalty.  However, since the researchers in charge of the biological data will not have access to your name, your biological data may NOT be taken out once it has been given. 
The researchers also have the right to stop your participation in this study without your consent for any reason, especially 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.
Main Study
PHI that Will be Used/Disclosed:  
The PHI that we will use or share for the main research study includes:
· Results of exams, procedures and tests you have during the study.

· Results of the survey that you complete

· Laboratory test results

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 may share your PHI with other people and places that help us conduct or carry out the study, such as laboratories, data management centers, data monitors, contract research organizations, Institutional Review Boards (IRBs) and other study sites. 
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. 
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.

· 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.

· The National Institute of Child Health and Human Development is the sponsor of the study.  The Sponsor may use and disclose your PHI to make sure the research is done correctly and to collect and analyze the results of the research.  The Sponsor may disclose your PHI to other people and groups like study monitors to help conduct the study or to provide oversight for the study.  

· The following people and groups will use your PHI to make sure the research is done correctly and safely:

· Emory 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. 

· Research monitors and reviewer.

· 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.

Optional Study
PHI That Will be Used for Optional Study: 
The PHI that we will use and/or disclose (share) for the optional research study includes:
· Results from the hormone monitoring kit

· Results from additional survey methods

Purposes for which your PHI will be Used for Optional Study:
We will use and disclose your PHI for the conduct and oversight of the optional research study in order to test a second research question. This question relates to the methods used in the research, in which the research team will compare the methods additional methods to those in place for every participant.
Authorization for This Use of PHI is Required to Participate in Optional Study, but Not in Main Study:
You do not have to authorize the use and disclosure of your PHI.  If you do not authorize the use and disclosure of your PHI for the optional study, then you may not participate in the optional research study.  You can still be in the main research study even if you don’t participate in the optional study.   
People Who Will Use Your PHI for Optional Study
The same people and groups will use and disclose your PHI for the main study will also do so in connection with the optional research study. (As mentioned above.)
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: Womens.Stress.Study@emory.edu or 404-857-2703.
At that point, the researchers 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 Dr. Kelli Stidham Hall at kelli.s.hall@emory.edu or 404-727-8741:
· if you have any questions about this study or your part in it,  

· if you have questions, concerns or complaints about the research

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
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 signed form to keep.
Name of Subject 
Signature of Subject (18 or older and able to consent)
Date              Time

Signature of Legally Authorized Representative
Date              Time

Authority of Legally Authorized Representative or Relationship to Subject

Consent and Authorization
Please print your name, sign, and date below if you agree to be in the OPTIONAL 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 signed form to keep.
Name of Subject 
Signature of Subject (18 or older and able to consent)
Date              Time
Signature of Legally Authorized Representative
Date              Time

Authority of Legally Authorized Representative or Relationship to Subject
TO BE FILLED OUT BY STUDY TEAM ONLY
__________________________________________________________
Name of Person Conducting Informed Consent Discussion
Signature of Person Conducting Informed Consent Discussion
Date              Time
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