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 Consent to be a Research Subject and HIPAA Authorization	Comment by Author: This form is to be used for sociobehavioral research that includes behavioral research  activities and non-invasive sampling methods such as blood draws.  It is not to be used for studies involving biomedical procedures.

Basic Instructions for this form:
If research activities take place at Grady Health System, Children’s Healthcare of Atlanta, St. Joseph’s Hospital, and/or John’s Creek Hospital: Add these location names in the consent form where Emory is mentioned
Example: “Emory and Children’s Healthcare of Atlanta”

This form should be written for an 8th grade reading-level, as measured by the Flesch-Kincaid Grade Level test

Do not edit the IRB Form ID (listed in the document footer)

Before submitting to the IRB for review:
Add your version date in the right side of the document footer
Delete all comments and instructional text (blue italics)
Ensure that the body of the consent is in black, size 14pt font
Remove "and HIPAA Authorization" from the above if HIPAA does not apply to your study, and you are not obtaining information from the medical record.
You are being asked to join a research study. You do not have to join.
Please read this form carefully before you decide.
	Study Title
	

	Principal Investigator
	

	Study Contact
	

	Study Contact Phone
	Insert phone number 

	Sponsor or Funding Source
	List all sources of funding 


Key Points
This section contains some key points that will help you decide if you want to join this study. There are more details about the study after this section. If you do not understand something, please ask someone. 
	Purpose
	This study is being done to learn more about describe topic.

	Length of Time
	If you join this study, you will have insert number study visits state where. Each visit may last about insert hours. The total amount of time you could be in the study is insert time in days, weeks months or years.

	Research Procedures
	You will be asked to briefly describe research procedures. 

	Risks
	Briefly describe the risks posed by the research. Below are some examples to use as a guide.
You may feel uncomfortable answering some of the questions. 

	Benefits
	Choose one of the following statements:
You may or may not benefit from taking part in this study. 
You will not benefit from taking part in this study. 

	Other Options
	You do not have to join this study. If you choose not to join, you can still get the usual care for your condition. 


The rest of this form tells you more about this study. 
If you are the legal guardian of a child who is being asked to join the study, the term “you” in this form refers to the child.
Why have I been given this form?
To see if you are interested in taking part in a research study. A research study is a planned study to learn about a topic. 
Do I have to join this study? 
No. Being in research is voluntary. It is your choice. If you don’t want to take part in the study, you can choose not to join. Take your time deciding if you want to take part in this study. You can talk to others about the study. If you choose to join, you can change your mind later and leave the study. The study team will explain the study to you. Please ask questions. 
[bookmark: _Hlk170831720]Delete if this study is NOT an applicable clinical trial per FDAAA 801.
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. law. This website will not include information that can identify you. At most the Web site will include a summary of the results. You can search this website at any time.
Delete if this study IS NOT an applicable clinical trial per FDAAA 801 AND WILL NOT be registered on ClinicalTrials.gov for any other reason.
This trial will be registered and may report results on ClinicalTrials.gov, a publicly available registry of clinical trials.
Why is this study being done?
Example language:
In this study, researchers are interviewing people to learn what they think about use of a new teaching style.
How long would I be in the study? 
Use this example below as a guide:
Example:
You would be in this study for about insert number of days, weeks, months, or years and visit the research site about insert number times.
If the study involves long-term follow-up, add something like this: We would like to keep in touch with you for insert length of time. We would do this by insert method of contacting the participation (e.g., calling on the phone, emailing), about insert how often (e.g., once a year) to see how you are doing. 
Who is paying for this study?
Remove this entire section if the study has no external funding.
This study is being paid for by enter funding source.
How many people will take part in this study?
Use for single site study: About insert number people will take part in this study.
Use for multi-site study: About insert number people will take part in this study at Emory. About insert number people will take part in this study at all sites.
Do the Emory researchers conducting this study have financial interests I should know about?
Option 1: No.
Option 2: Yes. Add disclosure language from the approved COI management plan here (issued by Emory’s COI office).
What will I be asked to do?	Comment by Author: Use the following lay terms to describe common concepts and procedures:

Randomization: This study has different groups. You will be put into a group by chance. How your group is chosen is like flipping a coin or rolling dice. Your chance of being put into one group might be higher depending on the design of the study.
If you are in group 1 … [Explain what will happen for this group with clear indication of which interventions depart from routine care.]
If you are in group 2 … [Explain what will happen for this group with clear indication of which interventions depart from routine care.] 
[For studies with more than two groups, explain each group using format above]

Blood draw (venipuncture): [Once a week,] a blood sample will be taken by inserting a needle into a vein in your body. Each sample will be about [XX] teaspoons. A total of about [XX] tablespoons will be taken for the whole study.
Screening
[bookmark: _Hlk170828051]Remove this sub-section if the study does not include a screening phase, or if screening activities have a separate consent form
[bookmark: _Hlk170827959]This study has a screening portion to see if you qualify for the main part of the study. You will have the following exams, tests, or procedures to find out if you can be in the study:
List exams, tests, and procedures
Study procedures
If you qualify for the study, you will do the following:
List all research activities including surveys and interviews and indicate if they will take place in person or remotely and indicate if they will be recorded in some manner.
Follow-up procedures
Remove this sub-section only if the study does not include follow-up
Choose one statement:
The study team will follow-up with you to see how you are doing.
What are the risks of this study?
Modify the language below as applicable to the study.
The risks for this study include:
· Loss of privacy
· Breach of confidentiality
· Drawing blood may cause discomfort from the needle stick. It may cause bruising, infection, and fainting.
· You may be uncomfortable answering the questions
· Add any additional risks e.g. of a behavioral intervention
Will I benefit from the study? 
If there is a potential for benefit use: You may or may not benefit from taking part in the study. What is learned from this study may help others in the future.
If there is no expected benefit use: There will be no direct benefit from taking part in the study. What is learned from this study may help others in the future. 
Will I be paid for my time and effort?
If there is no compensation: You will not be compensated for being in this study. 
[bookmark: _Hlk170832842]If there is compensation: You will get $insert compensation amount for each completed study visit for your time and effort. If you do not finish the study, we will compensate you for the visits you have completed. You will get $insert compensation amount total if you complete all study visits. 
If there is reimbursement for certain expenses like travel or parking: The study will provide reimbursement for certain expenses related to your participation, specifically insert expense types. 
Emory may be required to report your payment(s) to the IRS depending on how much you receive in a year. You must give the researchers a valid Social Security number or Taxpayer Identification Number for IRS reporting purposes. If you do not, your amount may be reduced because taxes are taken out. Please talk to your study team for more details. 
Include the following statement if you are using a third-party compensation method, like Greenphire. Modify as necessary to reflect the system being used: 
A company called insert company name is working on behalf of the study to compensation participants. Insert company name will need to collect certain personal information about you to set up your account. The company will see this study title but will not any research-related information about you.
Who owns my study data and samples?
Remove “and samples” from the section header and body if no specimens are collected or studied.
If you join this study, you will be donating your samples and data. You will not be paid if your samples or data are used to make a new product. If you leave the study, the data and samples that were already collected may still be used for this study. 
What are my other options?
[bookmark: _Hlk175842395]Your option is to not join the study. 
How will my private information be protected?
Modify as needed for the 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.
Delete this if the study has a Certificate of Confidentiality (CoC): 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. 
What is a Certificate of Confidentiality?
This language is required if the study is NIH funded, the funding agency such as the CDC has a CoC for the study, or you are applying for a CoC. Do not enroll participants until the CoC is in place. 
Delete the Certificate of Confidentiality sub-section, if not applicable to this study. 
There is a Certificate of Confidentiality from the National Institutes of Health for this Study. The Certificate of Confidentiality helps us to keep others from learning that you participated in this study. Emory will rely on the Certificate of Confidentiality to refuse to give out study information that identifies you. For example, if Emory received a subpoena for study records, it would not give out information that identifies you.
The Certificate of Confidentiality does not stop you or someone else, like a member of your family, from giving out information about your participation in this study. For example, if you let your insurance company know that you are in this study, and you agree to give the insurance company research information, then the investigator cannot use the Certificate to withhold this information. This means you and your family also need to protect your own privacy.
The Certificate does not stop Emory from making the following disclosures about you:
Giving state public health officials information about certain infectious diseases
Giving law officials information about abuse of a child, elderly person, or disabled person
Giving out information to prevent harm to you or others
Giving the study sponsor or funders information about the study, including information for an audit or evaluation
Will my data be stored, shared with other researchers, or used to make new products?
Use for a biobank/data repository:
Although we will not give researchers your name, we will give them basic information such as list demographic variables (e.g., your race, ethnic group, geographic region, age range, and sex). This information may help researchers study whether the factors that lead to health problems are the same in different groups of people. It is possible that such findings could one day help people in the same groups as you. However, it is also possible that research findings could be used inappropriately to support negative stereotypes, stigmatize, or discriminate against members of the same groups as you.
Use the language below if the study will NOT involve and is not expected to lead to any “large scale genomic analyses.” 
Note: it may be more appropriate to make data/specimen sharing optional for ethical reasons, especially if this is a treatment study. Data sharing is generally not optional when research is subject to the NIH Data Management and Sharing Policy, but specimen sharing could still be optional. If not a treatment study, it is more reasonable to state that data/specimens will be shared for future research if the participant consents to the study.
This study is collecting data and specimens from you. We would like to make your data and specimens available for other research studies that may be done in the future. The research may be about similar diseases or conditions to this study. However, research could also be about unrelated diseases, conditions, or other types of research. These studies may be done by researchers at this institution or other institutions, including commercial entities. Our goal is to make more research possible. We plan to keep your data and specimens for insert time frame as indicated in the study protocol.
Your data and specimens may be shared with researchers around the world. However, the decision to share your data and specimens is controlled by indicate which entity has control (e.g., NIH data repository). To get your data and specimens, future researchers must seek approval from entity with control. The researchers must agree not to try to identify you.
Insert the appropriate paragraph based on whether data/specimens are coded and can be linked back to the identity of the participant:
If the identity of participant CAN be linked back, use this: We will protect the confidentiality of your information to the extent possible. Your data and specimens will be coded to protect your identity before they are shared with other researchers. Indicate which entity has the code key will have a code key that can be used to link to your identifying information. The code key will be securely stored. However, there remains a possibility that someone could identify you. There is also the possibility that unauthorized people might access your data and specimens. In either case, we cannot reduce the risk to zero.
If the identity of participant CANNOT be linked back, use this: Your name and identifying information will be removed from any data and specimens you provide before they are shared with other researchers. Researchers cannot easily link your identifying information to the data and specimens.
The use of your data and specimens may lead to new tests, drugs, devices, or other products or services with commercial value. These products or services could be patented and licensed. There are no plans to provide any payment to you should this occur. 

How will my participation affect my medical record?
If you do not already have an electronic medical record at Emory, one will be created for you when you join this study. This is part of how Emory tracks research to ensure it’s done correctly and safely. The information in your medical record will be protected by laws like the HIPAA privacy rule. This consent form may be placed in your Emory medical record. Please ask the study team if you have questions about this. 
[bookmark: _Hlk177727518]Include this statement only if the study will have “sensitive study” status:
Because this study involves sensitive information, we will take reasonable steps to keep copies of this form out of Emory’s medical record system. If we aren’t successful in keeping this form out, we will take steps to remove it. If it cannot be removed, we will take steps to limit access to it. 
What if I am injured in this study?
[bookmark: _Hlk170830684]Remove this section if the study is no more than minimal risk AND NOT taking place at Grady.
[bookmark: _Hlk175731720]Use if study is no more than minimal risk AND taking place at Grady: We will give you emergency care if you are injured by this research. However, Grady Health System has not set aside funds to pay for this care or to compensate you if a mishap occurs.  If you believe you have been injured by this research, you should contact Dr. physician name at phone number.
Use if more than minimal risk: Do not modify this language:
If you get ill or injured from this research, contact the person listed in the contact section of this form.
Emory will help you get immediate medical care. However, Emory [add “and the Sponsor” or “Foundation” if applicable] do not plan to pay for this medical care or compensate you if you are hurt from being in this study. 
Delete if the study is NOT federally funded: No long-term medical care or financial compensation for research-related injury will be provided by the NIH or the Federal Government. 
The costs for any treatment or hospital care you receive from a study-related injury not covered by a health insurer may be billed to you if you do not have insurance. You will be responsible for deductibles, co- payments, and co-insurance. 
There are no plans to pay you or give you other compensation for the injury. You do not give up any legal rights you may have by being in this study, including any right to pursue a claim through the legal system.
Delete if the study is NOT taking place at Grady: We will give you emergency care if you are injured by this research. However, Grady Health System has not set aside funds to pay for this care or to compensate you if a mishap occurs. If you believe you have been injured by this research, you should contact Dr. physician name at phone number.
Will there be any costs to me if I join the study?	Comment by Rousselle, Rebecca: If there is a possibility that participants will incur any costs as part of participation, reach out to the IRB to see if this is the best consent template to use. 
DO NOT modify the language in this section. 
There will be no costs to you for participating in this study, other than basic expenses like transportation. You will not be charged for any of the research activities
Can I leave the study after I join the study?
You have the right to leave a study at any time. 
The researchers also have the right to take you out of the study without your consent for any reason. Emory expects study teams and participants to be respectful and courteous. You may be withdrawn from the study if you engage in any offensive, threatening, and/or abusive language or behavior. This may also impact your ability to participate in future Emory studies.
What are my responsibilities as a Participant?
· Provide accurate information to the study team
· Be considerate and respectful of others including the study team
· Ask questions when in doubt
· Follow instructions from the study team
[CONFIDENTIALY LANGUAGE GOES HERE]
Insert the correct language here based on whether you will be obtaining any information from HIPAA-covered medical records as part of this study. If not, use Confidentiality language. 
Use the HIPAA Applicability and Waiver worksheet to determine the correct option. 
Do not modify the language.
Make sure that the font type, size, and color matches with the main consent template (Calibri, size 14pt, automatic/black)
Contact Information
All studies require the below contact information.

If you have questions about the study or other questions or concerns about the research or your part in it, contact insert contact person(s) and their phone numbers.

Delete if the study is NOT taking place at Grady: If you are a patient receiving care from the Grady Health System and have a question about your rights, you may contact the Office of Research Administration at research@gmh.edu.

Delete if the study is NOT taking place at CHOA: If you are a patient receiving care at Children’s Healthcare of Atlanta and have a question about your rights, please contact the Children’s Institutional Review Board at 404-785-7477.

This study has been reviewed by an ethics committee to ensure the protection of research participants. If you have questions about your rights as a research participant, or if you have complaints about the research or an issue you would rather discuss with someone outside the research team, contact the Emory Institutional Review Board at 404-712-0720 or 877-503-9797 or irb@emory.edu.

[image: A qr code on a white background

Description automatically generated]To tell the IRB about your experience as a research participant, fill out the Research Participant Survey at tinyurl.com/ycewgkke or scan the QR code to fill out the survey. 



Consent and Authorization
Remove "and Authorization" from the above if HIPAA does not apply to your study, and you are not obtaining information from the medical record.
TO BE FILLED OUT BY SUBJECT ONLY
If you choose to be in this research study: print your name, sign, and date below. You will not give up any of your legal rights by signing this form. We will give you a copy of the signed form to keep.
	
Printed name of Subject 
	 		
Signature of Subject (18 or older and able to consent)	Date and Time
Delete lines for the Legally Authorized Representatives if all participants will have capacity to consent. (Note: for non-therapeutic studies that are more than minimal risk, the LAR must have durable power of attorney).
	 		
Signature of Legally Authorized Representative	Date and Time
	
Authority of Legally Authorized Representative or relationship to Subject
TO BE FILLED OUT BY STUDY TEAM ONLY
	
Printed name of person conducting informed consent discussion
			
Signature of person conducting informed consent discussion	Date and Time
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