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Consent to be a Research Subject and HIPAA Authorization	Comment by Author: 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 and Study Team Email
	Insert phone number and email for study team point of contact (a 24-hour number is required for greater than minimal risk studies)

	Sponsor or Funding Source
	List all sources of funding. If a sponsor is providing drug or devices, note it here. 


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 (e.g., the clinic). 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 here including any randomization and use of placebos

	Risks
	Briefly describe the risks posed by the research. Below are some examples to use as a guide.
Example for a drug study:
There is a risk that the study drugs may not be as good as the usual care for your disease. There is also a risk that you could have side effects from the study drugs. These side effects may be worse and may be different than you would get with the usual care.
Some of the most common risks of study drug ABC:
· 
Some of the most common risks of study drug XYZ:
· 
Example for a device study:
The device may not work or work as well as what you would get with the usual care. Some of the most common risks of using this device are:
·  
Examples for clinical procedures:
You may have bruising or feel faint from the blood draw. You may feel claustrophobic and dislike the loud noise from the MRI.
Example for sociobehavioral activities:
You may feel uncomfortable answering some of the questions. 

	Benefits
	Even in treatment studies, you may not directly benefit from taking part in the study. What is learned from this study may help others in the future. 

	Other Options
	Use one of the options below as applicable to the study:
This is not a treatment study. Your option is not to join the study. 

Or
If you choose not to join this study, you can still get care outside of this study. List the major standard care options and/or possibility of other studies; if the study compares two standard care treatments, state which one the subject would be most likely to get outside of the study, if applicable. Discuss your options with your doctor. You do not have to be in this study to be treated for your condition.

If you choose to join this study, you may not be able to join other research studies. Discuss this with the researchers if you have concerns. You may wish to look on websites such as ClinicalTrials.gov and ResearchMatch.org for other research studies you may want to join.


The rest of this form tells you more about this study. 
Only include the sentence below if the study is enrolling minors.
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. There is no penalty if you don’t want to take part in the study. You will not lose your current benefits. The study team will explain the study to you. Please ask questions. 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. 
If we learn something new during the study that may affect your choice to be in the study, we will tell you. Then you can choose if you want to stay in this study or leave it. You may be asked to sign a new form if you choose to stay in the study.
[bookmark: _Hlk170831720]Only include paragraph directly below if this study is 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.
Only include paragraph directly below if this study IS NOT an applicable clinical trial per FDAAA 801 but will be registered on ClinicalTrials.gov for other reasons (e.g. future journal requirements).
This trial will be registered and may report results on ClinicalTrials.gov, a publicly available registry of clinical trials. 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.
[bookmark: _Hlk48827276]Why is this study being done?
Use the examples below as a guide:
Use language below for Phase I drug study:
[bookmark: _Hlk135926060][bookmark: _Hlk173173116][bookmark: _Hlk170899498]This study is being done to test a drug called insert drug name. We will test insert drug name with people who have insert medical condition. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of insert medical condition. The study team is trying to find out the highest dose of the drug that can be given without causing harm. 
If this is a first-in-human study, add: This is the first time the drug is being tested in humans. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA). Until now, the drug has mostly been tested in animals.
Use language below for Phase II drug study:
[bookmark: _Hlk135926396]This study is being done to test a drug called insert drug name. We will test insert drug name with people who have insert medical condition. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of insert medical condition. The study team is trying to find out if the drug can treat your condition. They will also study any side effects caused by the drug.
Use language below for Phase III drug study:
This study is being done to test a drug called insert drug name. We will test insert drug name with people who have insert medical condition. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of insert medical condition. The study team is trying to find out if the drug is safe and effective in treating your condition.
Use language below for Phase IV drug study
This study is being done to test a drug called insert drug name. We will test insert drug name with people who have insert medical condition. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of insert medical condition. The study team is trying to find out if the drug has any rare or long-term side effects. 
Use language below for a device study:
This study is being done to test a device called insert device name. We will test the insert device name with people who have insert medical condition and/or “in people without known medical conditions”. This device is experimental. This means that the device is not approved by the Food and Drug Administration (FDA) for the treatment of insert medical condition, or “any medical condition”. The study team is trying to find out if the device can be used without causing harm and work the way that researchers hope it will work. 
[bookmark: _Hlk173173250]Example language for a simple blood draw study:
In this study, the researchers are collecting blood samples to learn more about kidney function after transplant.
How long would I be in the study? 
Use one of the examples below as a guide:
Example 1:
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. 
Example 2:
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. Of this time, you would be asked to take the study drug for about insert number of days, weeks, months, or years. After you stop taking the drug, we will follow-up with you for next insert months or years.
If the study involves long-term follow-up, add something like this: We would like to keep track of your medical condition 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. Checking up on you over time helps us look at the long-term effects of the study.
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]

Placebo: A pill or substance that looks like the study drug but has no drug in it.

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.

X-ray: This study involves X-rays. An X-ray is a test that uses a special machine to take pictures of the inside of the body. An X-ray involves a type of energy called radiation. 

CT scan: This study involves computed tomography (CT) scans. A CT scan is a test that uses a special machine to take pictures of the inside of the body. A CT scan involves a type of energy called radiation. For the CT scan, you will need to lie still on a table. The table will move and the machine will make clicking and whirring noises as the pictures are taken. Each CT scan will take about 15 minutes to a half hour.
Screening
[bookmark: _Hlk170828051]Remove this screening 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	Comment by Martin, Julie T.: Add to procedures section if applicable
Creation of cell lines
Your tissue sample may be used to create a living tissue sample called a “cell line” that can be grown in the laboratory. This allows researchers to have more of your cells in the future without asking for more samples from you.
We may use the cells taken from your insert source of cells (e.g., skin) to create a type of cell known as a pluripotent cell. This type of cell can be used to create different types of tissue, including insert type of cells (e.g., heart, muscle, etc.) cells. Your cells might be used in research involving genetic alteration of the cells.
Delete any of the remaining section language that is not applicable to the study.
Your cells insert will or may be mixed with other human cells, mixed with animal cells, or grown in lab animals like mice.
We will store the cell lines and other samples and data in a "cell bank," so that other researchers and companies can apply to use the cell lines in their own research. The cell bank will only release cell lines to researchers and others under certain conditions. Insert the terms of release established by the repositories, such as IRB approval.
What you should know about the cell lines that will be derived in the course of this study:
The cell lines created will be similar or identical to you genetically.
The cell lines may be kept indefinitely.
There is the possibility that your cells or the created cell lines might be used in research that will involve genetic manipulation of the cells or the mixing of human and non-human cells in the animal models.
The cell lines may be shared with researchers both inside and outside of Emory University, including commercial partners.
The cell lines may be used to develop treatments for a variety of diseases and conditions.
If you qualify for the study, you will have the following procedures:
List all exams, tests, and procedures, including surveys and interviews


Describe any follow-up procedures here such as ongoing medical record review, phone calls, imaging, etc.

Study chart 
This section provides a simplified study calendar which is strongly encouraged and may be required for complex studies. If you use this in lieu of the list of procedures above, be sure to describe them in the table. Here is an example:
You will receive insert drugs or interventions every insert appropriate number of days or weeks in this study. This insert number of days or weeks period of time is called a cycle. The cycle will be repeated insert number times. Each cycle is numbered in order. The chart below shows what will happen to you during Cycle 1 and future treatment cycles. The left-hand column shows the day in the cycle and the right-hand column tells you what to do on that day.
You may duplicate this table for additional visits/cycles and paste below this table as needed.

	Visit #
	What you do

	Two days before starting study treatment
	Get routine blood tests

	Day before starting study treatment
	Check-in to facility/location the evening before starting study

	Day 1 of treatment
	Begin taking study drug once a day. Keep taking study drug until the end of study, unless told to stop by your health care team.

	Day 
	Leave facility/location and go to where you are staying

	Day 
	Get routine blood tests

	Day 
	Get routine blood tests




Where will the research procedures take place?
Study procedures will be done at insert location(s).
[bookmark: _Hlk65067632]What if I have questions about my study drug? 
Remove this section if the study DOES NOT involve any investigational drugs.
The study team includes non-licensed team members who may obtain your consent or help guide you through the study. There are some kinds of questions only licensed clinicians can answer. For example, detailed questions about drug interactions. If you have questions like these, the non-licensed coordinator will ask a licensed study team member to answer your questions.
If you will take the study drug home, keep it out of the reach of children or anyone else who may not be able to read or understand the label. Do not let anyone else take the study drug besides you.
What are the risks of this study?	Comment by Martin, Julie T.: Use the following lay terms to describe common risks:

Randomization risks: You might be put into a group that receives something that is not as effective as another group. You might have more side effects than people in another group or people who don’t join this study.

Placebo risks: If you are in a group that receives placebo, you will not receive the study drug.

Blood draw (venipuncture) risks: Drawing blood may cause discomfort from the needle stick. It may cause bruising, infection, and fainting.

MRI risks: The MRI machine acts like a large magnet. Metal objects like keys and cell phones are not allowed in the MRI room. If you have metal in your body, an MRI can be dangerous to you. Please tell the study team if you have metal in your body like a medical implant or metal fragments in your eyes. Depending on the MRI, you may experience feelings of claustrophobia (feeling uncomfortable in a small area). The machine may make a loud banging noise. You may be asked to wear earplugs to prevent the risk of temporary hearing loss from this noise. During the MRI you may be asked to not swallow for a while, which can be uncomfortable. 
Risk language requirements:
Use lay-friendly terms, so participants can understand the risks and side effects
· Examples: fainting instead of syncope, shortness of breath instead of dyspnea
Explain the consequences of risks, where needed 
· Example: "lower white blood cell counts" could be explained as "The treatment may weaken your immune system so that you might get more frequent colds or more serious infections."
In all categories, list most serious risks first
Do not list side effects of medications that are not specifically mandated by the study 
Do not list the risks of standard care unless you are prospectively assigning people to receive one or more SOC interventions (e.g. a comparative effectiveness study, for which you would describe the differential risks among the arms).If the study involves gathering private data from surveys/interviews beyond standard clinical questionnaires, state any risks from the procedures such as loss of confidentiality or discomfort answering research questions.
[bookmark: _Hlk203469994]Begin with this paragraph if the study includes drugs, devices, or experimental medical procedures: 
You may have side effects or discomforts while on the study. They may be mild or very serious. Doctors don’t know all the possible side effects. In some cases, side effects can be serious, long-lasting, or may never go away. Include if applicable: There also is a risk of death. Please talk with the study team about any side effects that you experience while taking part in the study. For more information, ask your study doctor. 
Risks and side effects related to this study include: 
Common risks, some may be serious
Out of 100 people, more than 20 and up to 100 may have these risks:
List risks in a bulleted format, with the most serious risks first.

Occasional risks, some may be serious
Out of 100 people, between 4 and 20 people may have these risks:
List risks in a bulleted format, with the most serious risks first.

Rare and serious risks
Out of 100 people, 3 or fewer people may have these risks:
List risks in a bulleted format, with the most serious risks first.

Risks about pregnancy
Remove this sub-section if the study procedures DO NOT have reproductive risks OR modify as applicable. If you are conducting the study at Emory Saint Joseph’s, you must not list any specific methods of birth control. If birth control must be used for a period of time following last dose of study drug, include that information.
If you are pregnant or nursing a child you may not take part in this study. 
If you can become pregnant or get someone pregnant, you and the study doctor must agree on a method of birth control to use while taking the study drug and for state required time frame in days/weeks/months after the last dose. There may be risks to the pregnant person, the embryo, or fetus that are not yet known. If you become pregnant or make someone pregnant during the study, tell the study doctor right away. 
Will I be paid for my time and effort?
Use the language below if there is no compensation: 
You will not be compensated for being in this study. 
Use the language below if there is compensation: 
[bookmark: _Hlk170832842]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. 
Include the language below 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. 
Include for all compensation (unless there is solely reimbursement for specific expenses, with receipts/invoices) Emory may be required to report your payment(s) to the IRS depending on how much you receive in a year. We will ask for a valid Social Security number or Taxpayer Identification Number for IRS reporting purposes. If you do not provide one, your amount may be reduced because taxes are taken out, and your compensation will be reported to the IRS with just your name and address. Please talk to your study team for more details. 
Include the language below 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 compensate 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 see any research-related information about you.
Add this sentence if the study involves specimens as well as data:
Note: In the sections below, “your information” refers to the research data we collect about you, along with any specimens we collect during the study. 
Will my information be used to make new products?
The use of your information 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 private information be stored and kept confidential?
Throughout this study, we will protect your privacy and confidentiality to the extent possible. We will store the information that we collect securely.  Whenever possible, we will use a study number (code) rather than your name on study records. The key to the code will be securely stored. 
However, there remains a possibility that someone could identify you. It is possible that someone could gain unauthorized access to your information. In either case, we cannot reduce the risk to zero.
We are required to report child abuse and neglect, or substantial risk of harm to self or others to state or local authorities.
Certain offices and people other than the researchers may look at study records to ensure the research is being done correctly. These offices and people may include the Office for Human Research Protections, the funder of the research, the Emory Institutional Review Board, and other offices at Emory that help oversee studies. 
Delete the language below if this 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 this 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
[bookmark: _Hlk200382914]Will my information be stored or shared with other researchers?
Your information will be stored for some time at Emory, and could be used for other studies such as studies about certain diseases, or about any scientific question. Your information may be used to learn about what causes certain diseases, or to develop new scientific methods. We may share it with researchers at Emory or at other institutions.
Although we will not give other researchers your name, we may give them basic information such as such as race, ethnic group, geographic region, age range, sex, etc.  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. 
Include the relevant sections below if this study will submit genomic data to a public database like dbGAP (e.g. as required by NIH genomic data sharing requirements):
Your genomic data and health information may be put in a public, controlled-access database to help advance science. This means that only researchers who apply for and get permission to use the information for their research project will be able to get the information. Your genomic data and health information will not be labeled with your name or other information that could be used to identify you. Researchers approved to use information in the database will agree not to attempt to identify you. 
Summary information about all the participants in this study (including you) will be available to researchers without applying for permission, unless this information could result in harm to a specific population (which would then require a special application to get the data). Examples of summary information for a study is how different genes are linked with different traits in people or how often a certain gene changes in participants in a study. This information may be shared through scientific papers or through public databases.  The risk of anyone identifying you with this information is very low.
Include the language below only if this study involves collecting or analyzing genetic information, such as DNA, RNA, or chromosomes, or it is likely that future research will include genetic testing. 
How will my genetic information be protected? 
The Genetic Information Nondiscrimination Act (GINA) is a federal law that 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.
Be aware that GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, and does not apply to employers with less than 15 employees.
In addition to GINA, the State of Georgia has laws that prohibit insurers from using genetic testing information for any non-treatment purpose. However, like GINA, this state law protection has exclusions for life insurance and other types of insurance policies.
Will any of my own research results be shared with me?
Remove this section if no testing or procedures generating clinical-relevant results occur as part of the study.
Option 1: (Use this option if no testing occurs at a CLIA-certified lab)
No, there will be no clinically relevant results to share with you.
Option 2: 
Yes. Describe the conditions for which you might share results with participants. Consider the following:
· Medically treatable/preventable conditions
· Medically relevant results with unclear treatment implications
· Results without personal health implications, but which may be useful for reproductive planning
· Results of uncertain significance
Revise or delete the next section, as applicable:
It is possible that we will discover that you have insert type of expected issue (e.g., gene variant, MRI finding, medical issue, etc.). that is unrelated to the purpose of this study. If we believe that the information is of urgent medical importance, we will share this information with you. You should not assume that if you are not contacted, that you do not have any gene variants that might be related to a disease.
If an imaging study, add instructions for reading imaging and any potential costs for reading imaging, and whether they may be billed to the participant.
Include the following paragraph only if the study participants are minors:
We may learn information relevant to your child's or your family's health. Insert the plans for returning results. For example: If this happens, we will tell you only information directly related to diseases and disorders that affect children. Your child can request additional information when they are 18.

How will my participation affect my medical record?
If you do not already have an electronic medical record where this research will take place, one may be created for you when you join this study. We do this so that Emory can track your participation in this study for safety and quality reasons. The information in your medical record will be protected by laws like the HIPAA privacy rule. In research studies, it is possible that all, some, or no study test results or procedures will be documented in your medical record. Please ask your study team if you have questions about what may be added to your medical record. 
[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]Include the language below for all studies taking place at Grady regardless of risk level: 
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.
[bookmark: _Hlk175731720]Include the paragraphs below without modifications for more than minimal risk studies that are not industry funded:
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. 
Include this sentence if the study is 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.
Will there be any costs to me if I join the study?
DO NOT modify the language in this section. 
“Option 2”: Use the language below if the study has billables unless OCR has determined another option is more appropriate.
The study sponsor will pay for certain items and services that you may receive if you take part in this study. 
You will have to pay for the items or services for which the study sponsor does not pay. The sponsor will not pay for your regular medical care. If you have insurance, Emory will submit claims to your insurance for items and services that the sponsor does not cover. Emory will send in only those claims for items and services that it reasonably believes your insurance will pay and that the sponsor has not paid. 
The actual amount that you have to pay depends on whether or not you have health insurance and whether or not that insurance will pay for any research study costs. Generally, insurance companies will not pay for items and services that are required just for a research study. Some insurance companies will not pay for regular medical treatment or treatment for complications if you are in a study. How much you will have to pay for any co-payments, deductibles or co-insurance depends on your plan. Emory and the sponsor will not pay for these costs. 
It is a good idea to contact your insurance provider and tell them you want to be in this research study. Ask them what they will pay for and what they will not pay for. You can also ask the study team for help in figuring out what you will have to pay. 
If you do not have insurance, Emory will review your case as part of its program for low-income patient care. The standard policies of that program will apply. The program will figure out if you have to pay any costs for taking part in the study and what those costs will be.
“Option 3”: Use the language below only if OCR has provided documentation this is the correct option.
The study sponsor does not plan to pay for any items or services that you may receive if you take part in this study.
You will have to pay for the items or services that are part of this study. The sponsor will not pay for your regular medical care. If you have insurance, Emory will submit claims to your insurance for items and services that are part of this study. Emory will send in only those claims for items and services that it reasonably believes your insurance will pay and that the sponsor has not paid. 
The actual amount that you have to pay depends on whether or not you have health insurance and whether or not that insurance will pay for any research study costs. Generally, insurance companies will not pay for items and services that are required just for a research study. Some insurance companies will not pay for regular medical treatment or treatment for complications if you are in a study. How much you will have to pay for any co-payments, deductibles or co-insurance depends on your plan. Emory and the sponsor will not pay for these costs. 
It is a good idea to contact your insurance provider and tell them you want to be in this research study. Ask them what they will pay for and what they will not pay for. You can also ask the study team for help in figuring out what you will have to pay. 
If you do not have insurance, Emory will review your case as part of its program for low-income patient care. The standard policies of that program will apply. The program will figure out if you have to pay any costs for taking part in the study and what those costs will be.
“Option 1”: Use the language below ONLY if the study has NO billables or OCR has indicated Option #1 is appropriate. 
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
[bookmark: _Hlk48827799]Can I leave the study at any time?
Yes, you have the right to leave a study at any time without penalty. 
The researchers also have the right to take you out of the study without your consent for any reason. They may do this if they believe it is in your best interest, if you are not able or willing to follow the research plan, or if you do not agree to changes that may be made in the study. 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.
Include the paragraph below if this is a treatment study: 
For your safety, however, you should consider the study doctor’s advice about how to go off the study treatment. If you leave the study before the last planned study visit, the researchers may ask you to return for an end of study visit. 
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
Insert the correct HIPAA language here. Use the same font type and type (Calibri, 14pt) and do not modify the language.

Use the HIPAA Applies to Research Records language on our website if the research is conducted at a covered entity and the study will provide treatment and bill to a third-party payor. HIPAA always applies to studies conducted at the VA if obtaining PHI from medical records or generating health information via research procedures.

Use the Obtaining PHI_No treatment and Billing_HIPAA doesn’t apply to research records language if you will obtain PHI and the study is either not providing treatment or if it is providing treatment, there will be no billing to a third-party payor.

Use the paragraph below if neither of the options above apply:
Confidentiality  
Ensuring the privacy of the information we collect about you is important to us. We will store the data that we collect securely.  When possible, we will use a study number rather than your name on study records. Any personal information that could identify you will be removed before data is shared with other researchers or results are made public.  However, absolute confidentiality cannot be guaranteed. Certain offices and people other than the researchers may look at study records to ensure the research is being done correctly. These offices and people may include the Office for Human Research Protections, the funder of the research, the Emory Institutional Review Board, and other offices at Emory that help oversee studies.  
[bookmark: _Hlk48822229]Contact Information
If you are experiencing a medical emergency, call 911. 
Include a 24-hour contact number and email address in the sentence below if the study is greater than minimal risk. While we do not expect emails to be monitored 24 hours a day, including an email provides another way for participants to reach the study team. 
If you have questions about the study procedures, appointments, research-related injuries or bad reactions, or other questions or concerns about the research or your part in it, contact insert contact person(s), their phone numbers and a secure institutional email (e.g. emory.edu or emoryhealthcare.org) for the study team.
Include the sentence below if the study is 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.
Include the sentence below if the study is 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 the Emory Institutional Review Board (IRB) 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 IRB at 404-712-0720 or 877-503-9797 or irb@emory.edu.  The Emory IRB may also contact you to ask about your experience as a research participant.
For more information, please see the Participant section of our website. https://irb.emory.edu/participants/participant-faq.html 
[image: ]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
If your study has optional consent elements, use the examples below to document consent for each element. The main consent language should address the risks for all optional consent elements.
For any optional components that include additional participant activities (e.g., optional procedures or visits) or additional elements with risks not described in the main consent, describe these in the “Optional Study” template on the following pages.
Optional Consent Elements
For each optional component of the main study: sign your initials next to the statement you agree with. You do not have to agree to these optional elements to take part in this study.
1. Do you consent to having photographs/video/audio recordings collected? If you do not agree to be photographed/recorded/etc, you can still take part in this study.
		No, I do not agree to be photographed/recorded/etc.
		Yes, I agree to be photographed/recorded/etc. 
If you agree, indicate how these photographs/video/audio recordings can be used:
		My photographs/video/audio can be used for the purpose of this research only.
		My photographs/video/audio can be used for this research and other purposes (e.g., publications, presentations, educational tools).
2. Do you consent to your information from this study being used to contact you for participation in future research? If you do not agree to this, you can still take part in this study.
		No, I do not agree for my study information to be used to contact me for future research projects.
		Yes, I agree for my study information to be used to contact me for other future research projects. 
If you agree, indicate your preferred method(s) of contact below:
		
		
3. Do you consent to XYZ? Describe XYZ as appropriate. If you do not agree to XYZ, you can still take part in this study.
		No, I do not agree to XYZ.
		Yes, I agree to XYZ. 
[bookmark: _Hlk179528738]TO BE FILLED OUT BY STUDY TEAM ONLY
	
Printed name of person conducting informed consent discussion
[bookmark: _Hlk179528853]			
Signature of person conducting informed consent discussion	Date and Time
Delete if the study is not approved for enrollment of non-English speakers
			
Signature of Interpreter/Witness (if applicable)	Date and Time
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Consent and HIPAA Authorization for Optional Study
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.
If you do not have any optional studies, remove this entire section. If you have multiple optional studies, copy and paste the following pages and complete separately for each optional study. If you have multiple optional studies, insert clear titles for each optional study so that participants can differentiate each optional study
[bookmark: _Optional_Study_Key]Optional Study Key Information
This section contains information related to the optional study. 
	Purpose
	This optional study is being done to learn more about describe topic.

	Research Procedures
	You will be asked to briefly describe research procedures here including any randomization and use of placebos

	Risks
	If there are no additional risks, use the following statement.
There are no additional risks or costs for joining the optional study than the ones already described for the main study (see sections above).
If there are different or new risks associated with the optional study, describe those here and remove the statement above.

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

	Compensation
	If there is no compensation use: You will not be reimbursed for being in this optional study. 
If there is compensation use: You will get $insert compensation amount for each completed optional study visit for your time and effort. If you do not finish the optional study, we will reimburse you for the visits you have completed. You will get $insert compensation amount total if you complete all optional study visits. 

	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. 

	Withdrawal
	You have the right to leave this optional study at any time without penalty. You may stay in the main study even if you leave this optional study.
The researchers also have the right to stop your participation in this optional 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.


HIPAA Authorization for Optional Study
Remove entirely if HIPAA does not apply to the optional study (not even access of PHI for recruitment). If it does apply, add any information that diverges from the main HIPAA authorization section, i.e. people who may use or disclose PHI, expiration of authorization, purpose. Revise as appropriate.
You do not have to authorize the use and disclosure of your PHI for the optional study. If you do not, you can still be in the main research study. 
Your PHI will be used in the optional study the same way it will be used and disclosed for the main study, with the following differences:
The following types of PHI may be used or disclosed for the optional study: List
The purpose of the use and disclosure is for the optional study described above: List
The following additional people may use or disclose your PHI: List
Optional Study Consent and Authorization
Remove "and Authorization" from the above if HIPAA does not apply to your optional 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 optional 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 not applicable. (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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