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	Protocol Title: 

	Principal Investigator:

	Description of Study Population:

	Version Date:



	GENERAL INSTRUCTIONS: This template is only part of the informed consent process.  Many sections of this document include brief instructions and wording suggestions in bold font to provide investigators with a general overview of information required in the section. Replace instructions/information in bold font with protocol-specific information.

Please note that not all the information in this form will apply to your study. Delete sections that do not apply and add any information that applies but are not included in this template.  

Headers are useful but may be removed and sections can be combined, as appropriate. Delete shaded instruction boxes prior to submitting this form to the CRC IRB. The Principal Investigator is responsible for ensuring that the study details are included in the consent form.

For studies requiring expedited or full board review: sections labeled REQUIRED must be included but can be customized. See the informed consent policy for additional required elements, as applicable. 

See consent form template appendices for additional language:
1. Additional Standard Procedures 
2. Additional Standard Procedures Risks Language
3. Certificate of Confidentiality
4. Conflicts of Interest Disclosure Language 
5. Consent of Legally Authorized Representatives of Adult Participants (Signature Page)
6. HIPAA Authorization Language (For Combined Authorization and Consent)
7. Informed Consent for Secondary Research with Data and Biospecimens (Sample Language from the NIH)
8. Sharing De-identified Data with the National Institute of Mental Health Data Archive



Study Summary - REQUIRED for expedited/full board review only
	INSTRUCTIONS: A concise summary must be included in all consent forms for Expedited and Full Board reviewed studies. The intention of this section is to provide potential research participants a brief highlight of important aspects of the study. The information presented in this section may be discussed in greater detail later in the consent form. 

The concise summary must include the following information: 1) the purpose of the study, 2) the time involved for study participation, 3) the study procedures to be performed, and 4) major risks of participating in the study.


The purpose of this research study is to [Briefly explain the purpose of the study].

Participants who take part in this research study will be in this research study for [total study time]. During this time, subjects will make [number] study visits to [location].

Participants taking part in this study will [briefly state study procedures].

The risks of taking part in this research study are [briefly state the major risks].

Introduction - REQUIRED 
Please read this form carefully. The purpose of this form is to provide you with important information about taking part in a research study. If you have any questions about the research or any portion of this form, please ask us. Taking part in this research study is up to you. If you decide to take part in this research study, we will ask you to sign this form. We will give you a copy of the signed form.

The person in charge of this study is [Insert name of PI]. [If student also include faculty advisor name].  [Name of PI] can be reached at [Add contact information.]  [If you are a student, include the name and contact information of your Faculty Advisor]. We will refer to this person as the “researcher” throughout this form. 

What should I know about a research study? - REQUIRED
Participation in research is voluntary, which means that it is something for which you volunteer. It is your choice to participate in the study, or not to participate. If you choose to participate now, you may change your mind and stop participating later. If you decide not to participate, that decision will not result in any penalty or loss of benefits to which you are otherwise entitled. 

Why is this study being done? - REQUIRED
	INSTRUCTIONS:
· Include the purpose of the research
· The reason the person was selected to participate
· Expected total enrollment
· Duration of participation 
· If an investigational drug, biologic, device or procedure is being used, indicate if the product/procedure has FDA approval and that ‘investigational’ means that the product/procedure is still being tested.


The purpose of this study is to [Briefly explain the purpose of the study]

We are asking you to take part in this study because you are/have [Specify reason for recruitment.]

About total number of subjects will take part in this research study at Boston University.

Who is Funding the Study? - REQUIRED
	INSTRUCTIONS:  Identify if the study is unfunded or provide the name of the study sponsor.
· Include any investigators with special interests or conflicts of interest related to the research and list the interests/conflicts. See Appendix 4 for appropriate disclosure language. 
· Include whether BU has any special interests or conflicts of interests related to the research and list the interests/conflicts. See Appendix 4 for appropriate disclosure language. 


The study is funded or sponsored by Insert Sponsor Name(s). 

How long will I take part in this research study? - REQUIRED
We expect that you will be in this research study for total study time.  During this time, we will ask you to make number study visits to location (e.g. Psychology lab at Boston University)


What will happen if I take part in this research study? - REQUIRED
	INSTRUCTIONS: Provide a list and describe all study procedures/tests/activities, when and where they will occur. If there are numerous study visits, please consider adding a table to show what will happen at each study visit. Include the following information:
· The length and duration of visits and procedures. 
· Which procedures are being performed as standard of care and which are part of the research study, when applicable, including procedures: (1) that would be part of usual medical care (would occur even if the subject did not participate in the study), (2) which are standard procedures that will take place during the research and (3) which are the procedures/interventions being tested as part of the study (the research procedures). 
· Special requirements before, during or after the study visit, e.g., stopping current medications, fasting before tests, etc.
· Reasons and procedures for early withdrawal from the study
· If procedures involve the use of devices or activities that would benefit from an image/picture, include in this section


If you agree to take part in this study, we will ask you to sign the consent form before we conduct any study procedures.

Study Visit 1
	INSTRUCTIONS: Customize this section for your study.  Use the format below for all subsequent study visits (Visit 2, Visit 3, etc.). 


Visit 1 will take about how long to complete. At this visit, we will ask you to do the following procedures:
· Ask you to complete some questionnaires to fill out about your physical health, mood, mental and emotional health, quality of life, and habits
· Ask about your medical and mental health history
· Ask about any medications you are taking
· Interview you about your experiences with describe subject.
· Measure your vital signs (blood pressure, temperature, heart and breathing rates)
· Ask you complete tasks on the computer.
· Include a statement regarding whether clinically relevant research results, including individual research results, will be disclosed to participants, and if so, under what conditions. If this is a possibility, see the required language in Appendix 1. 

	INSTRUCTIONS: If subjects will be randomized to different study arms include the information below.


We will assign you by chance (like a coin toss) to one of two study groups. One group will describe group (e.g. will receive brochures on lifestyle changes) and the other group describe group (e.g. will receive brochures on lifestyle changes and meet with a counselor). You and the researcher cannot choose your study group. You will have an equal chance of being assigned to either study group.

What are the risks of taking part in this research study? - REQUIRED
	INSTRUCTIONS: The information in this section should be limited to the risks and discomforts related to the procedures performed for research purposes and should not include those related to a research subject’s routine medical care.  
· Include the risks for all study-related procedures and interventions 
· Risks/discomforts that are expected (likely), possible (less likely), and unexpected/rare 
· Risks/discomforts that are physical, psychological/emotional, legal, social, economic, and/or related to privacy
· If the risks are unknown or unforeseeable, include a statement that the risks of the procedure or treatment are currently unknown
· List any special risks to female and male participants
· If there are no known risks aside from the risk of loss of confidentiality, state so 
· Describe any measures to minimize risks/discomforts
Below are some common risks. Additional common risks can be found in Appendix 2. Customize this section according to your protocol. If multiple products/procedures include risk, consider using a risk table/chart.


Risks of Completing Tasks
You may get tired during the tasks.  You can rest at any time.
 
Questionnaire/Survey Risks
You may feel emotional or upset when answering some of the questions.  Tell the interviewer at any time if you want to take a break or stop the interview.

You may be uncomfortable with some of the questions and topics we will ask about.  You do not have to answer any questions that make you feel uncomfortable.

Loss of Confidentiality
The main risk of allowing us to use and store your information for research is a potential loss of privacy.  We will protect your privacy by labeling your information with a code and keeping the key to the code in a password-protected computer (state if in a locked cabinet/room or encrypted computer/server etc.).

You will be informed of any significant new findings developed during the course of this research which may affect your willingness to continue participation.

Mandated Reporting
Reporting disabled individual/child/elder abuse, if applicable: If, during your participation in this study, we have reasonable cause to believe that disabled individual/child/elder abuse is occurring, the researchers must report this to authorities as required by law. The researcher will make every reasonable effort to protect the confidentiality of your research information. However, it might be possible that a civil or criminal court might demand the release of identifiable research information.

Reporting Suicidal Risk: If, during your participation of this study, we have reason to believe that you are at risk for being suicidal or otherwise harming yourself, we are required to take the necessary actions. This may include notifying your doctor, your therapist, or other individuals.  If this were to occur, we would not able to assure confidentiality.

Reporting Sexual Misconduct, Sexual Harassment and/or Sexual Assault: 
If you are a member of the Boston University community and you report sexual misconduct to study personnel, including as part of study procedures, we are mandated to report the misconduct to the Boston University Title IX Coordinator. Members of the Boston University community include students, faculty, staff, affiliates, visitors, applicants for admission or employment, and independent contractors. Sexual misconduct includes sexual assault, sexual harassment, dating violence, domestic violence, stalking, and sexual exploitation. If you have questions, please review the BU Title IX policy, contact the Title IX coordinator, the Study Investigator, or the IRB Office. 

Are there any benefits from being in this research study? - REQUIRED
	[bookmark: OLE_LINK1]INSTRUCTIONS: If there are no direct benefits to the participant, the first sentence should indicate that the participant may not benefit from taking part in this research study.  Do not include payment as a benefit.  


If no benefits: There are no benefits to you from taking part in this research.

If possible benefits: You may or may not benefit from taking part in this study.  Possible benefits may include state benefit.

If future benefit: Others may benefit in the future from the information that is learned in this study.

What alternatives are available? 
	INSTRUCTIONS:  
· List any alternatives.  If there is no alternative to participation, the statement below is sufficient; or this section can be removed.
· For studies awarding course credit for participation, describe the IRB-approved alternative to research participation, for which equal credit will be awarded


You may choose not to take part in this research study.

If subjects are also patients: You do not have to take part in this research study to be treated for medical condition being studied.  Other treatments available for your condition include: state other available treatments

Can I still get medical care at Boston Medical Center if I choose not to participate in this research study?
	INSTRUCTIONS:  If subjects are receiving medical care and/or being seen or recruited at BMC include this section.  If not, delete this section.


You may still get medical care at Boston Medical Center if you choose not to take part in this study. Your decision will not change the care you receive now or in the future. Taking part in this research is your choice.  If you decide to take part in this study, you may leave/stop the study at any time. There will be no penalty to you and your medical care will not be affected. If you would like to stop taking part in this research you should let us know.  

Study Participation and Early Withdrawal - REQUIRED
Taking part in this study is your choice.  You are free not to take part or to withdraw at any time for any reason. No matter what you decide, there will be no penalty or loss of benefit to which you are entitled. If you decide to withdraw from this study, the information that you have already provided will remain in the data set and be kept confidential.

If students are enrolled: You may choose not to be in the study or to stop being in the study before it is over at any time. This will not affect your class standing or your grades at Boston University.  You will not be offered or receive any special consideration if you take part in this research study.

If the researcher can withdraw the subject:  Also, the researcher may take you out of this study without your permission.  This may happen because:
· The researcher thinks it is in your best interest
· You can’t make the required study visits
· Other administrative reasons

Audio/Video Recording
	INSTRUCTIONS: If subjects will be audio or video recorded, add the following information.  Choose the appropriate language depending on whether audio or video recording will be done.  Include information about how the recordings will be used and how long they will be stored. If you are using audio or visual recordings and do not plan to enable identification, you must specify below the efforts you will go through to conceal identification. 


We would like to audio/video record you during this study. If you are audio/video recorded it will/will not be possible to identify you. We will store these recordings on our encrypted computer or server and only approved study staff will have access to the recordings. We will label these recordings with a code instead of your name. The key to the code connects your name to your recording.  The researcher will keep the key to the code in a password-protected computer. State how long recordings will be stored.

Do you agree to allow us to audio/video record you during this study?

______YES		______NO		_______Participant Initials

Use of Your Study Information/Biospecimens  - REQUIRED
	INSTRUCTIONS:  If you are collecting identifiable private information or identifiable biospecimens, you must include one the statements below.

	


Possible future use of collected identifiable samples/data/information, the following wording must be used:
Identifiable samples and/or identifiable private information collected from you during this study may be used for future research studies or shared with other researchers for future research. The identifiable samples and/or identifiable private information may be used for future research of [indicate here whether the data/sample will be limited to the disease under study and related disorders or "many diseases or conditions”]. (Note if your research is subject to the NIH Genomic Data Sharing policy and submitted to dbGaP you must indicate “many diseases and conditions” and cannot limit uses). If the researcher distributes your samples and/or information to other researchers or institutions, your samples and/or information will be labeled with a research code without identifiers so that you cannot be identified. No additional consent will be requested for the future use of your samples or information.

If you have questions about storing samples or would like to request that samples be removed from storage, please let us know.  It is not always possible to remove samples from storage or to retrieve samples from which identifiers have been removed and/or that have already been sent to other investigators.

OR

No future use of collected identifiable samples/data/information, the following wording must be used:
Samples and private information collected from you during this study will NOT be used for future research studies or shared with other researchers for future research, even if the information identifying you are removed from the sample and/or private information.

How Will You Keep My Study Records Confidential? - REQUIRED
	INSTRUCTIONS: 
· Provide a brief statement on how study data will be kept confidential. State all groups or people that data may be shared with including any University offices that may be sent identifiable information (e.g. Accounts Payable, Post Award Financial Operations, etc.).
· If the study is funding by NIMH and/or de-identified data will be shared with the NDA, see Appendix 8 for recommended language. 
· If the study is funded by the NIH or you have applied for a Certificate of Confidentiality, see Appendix 3 for required language.


We will keep the records of this study confidential by [state how you will ensure that the subject’s records are kept confidential. For example, by anonymizing data with a code, storing the key to any code in a locked cabinet, in a locked room or encrypted computer or server]. We will make every effort to keep your records confidential.  However, there are times when federal or state law requires the disclosure of your records.

The following people or groups may review your study records for purposes such as quality control or safety:
· The Researcher and any member of their research team
· The Institutional Review Board at Boston University. The Institutional Review Board is a group of people who review human research studies for safety and protection of people who take part in the studies.
· The sponsor or funding agency for this study
· Federal and state agencies that oversee or review research
· Central University Offices 

The study data will be stored state here data will be stored.  

The results of this research study may be published or used for teaching. We will not include identifiable information on data that are used for these purposes.

Future Contact
	INSTRUCTIONS:  If you want to contact the subject in the future to follow-up to questions or to recruit for future studies, add the language below.


We may want to contact you in the future either to follow-up to this study or to see if you are interested in other studies taking place at Boston University.  

May we contact you in the future?

______YES		______NO		_______ Participant Initials

Will I get paid for taking part in this research study?  - REQUIRED
	INSTRUCTIONS:  Include the following information in this section:
· Provide specific information about payment (money or other forms of compensation or reimbursement, e.g., gift certificate, gift cards, meal voucher, parking voucher, and travel expenses)
· Include how the amount of compensation is calculated if the subject does not complete the entire study for any reason, e.g., “If you do not complete all of the study visits, we will give you $25 for each study visit you completed.”
· State when subjects will be paid (e.g. after each visit or after study is completed, etc.)
· For lottery drawings, include the following: when the drawing will occur, who will conduct the drawing, how payment will be made, the value of the prize, the number of prizes, and the chances of winning.
· If subjects will be compensated $2000 or more in a calendar year, include a statement noting that they will be asked to provide their Individual Taxpayer Identification Number (ITIN) or Social Security Number (SSN) in order for BU to report these payments on Form 1099-MISC. and they may be required to report the payments to the IRS, as appropriate. 
Note: If participants will not be paid or will not receive other forms of compensation for participation, please state. See sample statements below.


· We will not pay you for taking part in this study.
· We will pay for your (parking/transportation) while you are taking part in this study.
· We will pay you state amount for each visit/task that you complete. If you complete all the study visits/tasks, we will pay you a total of state amount. If you do not complete the entire study, we will pay you for each visit/task that you complete.
· We will give you (state amount of course credit) for taking part in this study.
· We will enter your name into a lottery drawing for state prize. With number of subjects taking part in the study, your chances of winning are state chance, e.g. 1 in 500. The drawing will be conducted by state person after all subjects have completed the study which will be on or about, date.  The study staff will contact you if you won this lottery.

What will it cost me to take part in this research study? If there are additional costs in the research, this section is REQUIRED.
There are no costs to you for taking part in this research study.

If subject will be receiving standard medical care/therapy while taking part in the study:  
If you are receiving medical treatment as part of your routine clinical care while taking part in this research study, your routine clinical care will be billed to you/your insurance company in the usual way.

What happens if I am injured as a result of participating in this research study?
If you are injured as a result of taking part in this research study, we will assist you in getting medical treatment.  However, your insurance company will be responsible for the cost. Boston University does not provide any other form of compensation for injury.

If there is a study sponsor, the sponsor may request to include a statement about injury coverage the sponsor will offer (i.e. "In this study, [Sponsor] will pay for medical treatment for any injury that is not paid for by your health insurer if the injury is a direct result of your taking part in the study."). The information in this section should be consistent with the Sponsor Contract or Agreement. If there is no sponsor, or no sponsor injury statement, this paragraph should be deleted.  

ClinicalTrials.Gov
For “applicable clinical trials” [studies of drugs, biological products, or devices that are subject to FDA regulation, meaning that the trial has one or more sites in the United States, involves a drug, biologic, or device that is manufactured in the United States (or its territories), or is conducted under an investigational new drug application (IND) or investigational device exemption (IDE)], the following statement must be included, word for word, as notification that clinical trial information has been/will be submitted for inclusion in the clinical trial registry databank: 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

Who do I ask if I have questions or concerns about this research study? – REQUIRED

Please call us with any concerns or questions about the research, or any research-related problems: 
· List contact information for PI and/or other applicable study staff.  
· State the hours that study staff can be contacted.  
· If you are a student, include the contact information for your Faculty Advisor.

If you have questions about your rights as a research participant, or if you have any complaints or concerns and want to speak with someone independent of the research team, you may contact the Boston University Charles River Campus IRB at 617-358-6115. The IRB Office webpage has information where you can learn more about being a participant in research, and you can also complete a Participant Feedback Survey.

Statement of Consent 
I have read the information in this consent form including risks and possible benefits.  I have been given the chance to ask questions.  My questions have been answered to my satisfaction, and I agree to participate in the study.  


SIGNATURE


______________________________________
 Name of Study Participant


______________________________________		____________________
Signature of Study Participant		Date


I have explained the research to the research participant and answered all their questions.  I will give a copy of the signed consent form to the participant.


________________________________________	
Name of Person Obtaining Consent


________________________________________		____________________
Signature of Person Obtaining Consent		Date

















BU CRC IRB Consent Form Template Appendices:

1. Additional Standard Procedures 
2. Additional Standard Procedures Risks Language
3. Certificate of Confidentiality
4. Conflicts of Interest Disclosure Language 
5. Consent of Legally Authorized Representatives of Adult Participants (Signature Page)
6. HIPAA Authorization Language (For Combined Authorization and Consent)
7. Informed Consent for Secondary Research with Data and Biospecimens (Sample Language from the NIH)
8. Sharing De-identified Data with the National Institute of Mental Health Data Archive 












Appendix 1: Additional Standard Procedure Language

· EEG (electroencephalogram).  An EEG is a test that measures and records the electrical activity of your brain. We will put special sensors (electrodes) on your head.  There is a wire attached to each sensor.  The wires connect to a computer. The computer records your brain's electrical activity on the screen or on paper as wavy lines.
· ECG (electrocardiogram). This test checks the electrical activity of your heart.  We will place several, small, sticky pads on your chest, arms, and legs. There is a wire attached to each pad. The wires connect to a machine that makes a recording of your heart rhythm.
· MRI (magnetic resonance imaging) of your body location. MRI is a test that uses a magnetic field and pulses of radio wave energy to make pictures of organs and structures inside the body.  During the MRI, we will ask you to lie still on a table that slides into a tunnel-shaped machine. The machine is slightly wider than your body. The top and sides of the tunnel will be very close to your body. The MRI machine makes loud noises as it takes pictures of the insides of your body. We will give you earplugs to reduce the noise. You will be able to hear and speak to the research staff at all times during the MRI procedures. We can stop the procedure at any time, if necessary, the MRI will take about amount of time. Before you have the MRI, we will ask you about any metal within your body (this includes certain dyes in tattoos).  You will need to remove all metal objects (such as hearing aids, dentures, jewelry, watches, and hairpins) from your body because these objects may be attracted to the powerful magnet used for the test.  
· Focus Group. A focus group is a small group of people who take part in a discussion about a selected topic.  The focus group will be led by a member of the research staff. The focus group leader will ask the group members about their opinion of topic.
· For research involving biospecimens, include whether the research may be used for commercial profit and whether the participant will or will not share in this commercial profit
· If the study involves a drug or device, include information about the product(s) being used in the research
· If the Project involves an investigational drug or device, the following wording must be used: This study involves testing an investigational drug/device. This means the drug/device has not yet been approved by the Food and Drug Administration (FDA) and has not yet been proven safe or effective for the purpose we are studying. Information from this research will help determine whether the drug/device should be approved by the FDA in the future. If the drug or device has been approved, but for another use, you may use the following statement: [name of drug/device] is approved by the Food and Drug Administration (FDA) for [   ] purpose. In this study, the use of [drug or device name] is investigational. This means that drug/device has not yet been approved by the FDA for the purpose we are studying, the treatment of [   ]. 
· If cell lines will be created, the following statement must be used: The blood or tissue collected in this research may be used to create a “cell line” that can be grown in the laboratory.  A cell line can continue to grow and make more cells indefinitely. This allows researchers to have an unlimited supply of your cells in the future without asking for more samples from you. The researchers will use these cells to try to learn more about [disease/condition].
· If iPS cells will be created, the following wording must be used: We may use the cells taken from your [specify source of cells, e.g. skin] to create a type of cell known as a pluripotent stem cell. Stem cells can be used to create other types of cells and tissue, including [specify type of cells, e.g. cardiac, muscle, etc.] cells. Your cells might be used to study genetic changes. The researchers will use your cells to try to learn more about [disease/condition].
· If cells will be used in animal models include the following sentence, the following wording must be used: Your cells [will/may] be mixed with other human cells, mixed with animal cells, or grown in lab animals like mice. [Provide a brief explanation, in lay terms, as to why cells will be used in animal models for the purposes of this study].
· If whole exome or whole genome sequencing studies (i.e. sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen) will be done for this research, the following wording must be used: We (may/will) perform a whole genome or whole exome analysis on your sample.  Some research involves just studying a few genes that are linked to a disease or condition.  In whole genome or whole exome analysis, all or most of your genes are studied and used by researchers to find causes of [signify here whether the sequencing data will be limited to the disease under study and related disorders or "many diseases or conditions". Note if your research is subject to the NIH Genomic Data Sharing policy and submitted to dbGaP you must indicate “many diseases and conditions” and cannot limit uses].
· If the samples/data will be sent to NIH (e.g. dbGaP) or other repositories, the following working must be used: Note this is required for any research subject to the Genomic Data Sharing policy and submitted to dbGaP. In order to allow researchers to share results, the National Institutes of Health (NIH) and other central repositories have developed special sample/data (information) “banks” that collect the results and analyze samples/data from research studies, including genetic studies.  These central banks may also analyze and store samples and health information form research conducted by BU. These central banks will store your genetic and health information and/or samples and give them to other qualified and approved researchers to do more studies. We do not think that there will be further risks to your privacy and confidentiality by sharing your health information, samples and/or genetic information with these banks. However, we cannot predict how genetic information will be used in the future. The samples and data will be sent with only your research code number attached. Your name or other directly identifiable information will not be given to these central banks. There are many safeguards in place to protect your privacy. 
· If clinically relevant research results will be returned, and if so, under what conditions. If such results will not be returned, this needs to be specified. 
· If clinically relevant results will be shared, the following wording must be used: During this research we may learn information from the study results which could be important for your health or your treatment. This information will be made available to (insert you, your health care provider). The information we may share is (insert statement as to what may be shared and the conditions of how it will be shared).   
· If not reporting research results, the following wording must be used: During this research we may learn information from the study results which could be important for your health or your treatment; however, we will not share this information with you.






Appendix 2 – Additional Standard Procedure Risks Language

· MRI Risks. There are no known harmful effects from the strong magnetic field used for MRI. But the magnet is very powerful. The magnet may affect pacemakers, artificial limbs, and other medical devices that contain iron. The magnet will stop a watch that is close to the magnet. Any loose metal object has the risk of causing damage or injury if it gets pulled toward the strong magnet.

You should not have an MRI if you have claustrophobia (fear of small spaces).  The top and sides of the machine will be very close to your body.  Because of this, you may feel anxious while inside the MRI machine.  If you do feel anxious during the procedure, you can ask us to stop the MRI at any time.

If you are pregnant or suspect you are pregnant, you should inform the study staff before the MRI examination. Although there is no known risk of using MRI in pregnant women, the safety of MRI during pregnancy has not been established.  Therefore, you cannot have an MRI for this study if you are pregnant or think that you are pregnant.

We are doing the MRI in this study to answer research questions, not to give you medical care.  This MRI is not the same as one that your own doctor would order.  It may or may not show problems that would be found on a regular MRI,

If we do see something that looks like a medical problem, we will ask a radiologist (a doctor who specializes in looking at MRI scans results) to review the results.  If the radiologist thinks there might be a problem, we will tell you and help you get follow-up care.

If the radiologist thinks that you might have a medical problem, but it turns out that you don’t, we may have caused you to worry unnecessarily.

	


· Focus Groups: The researchers will ask you and the other people in the group to use only first names during the group session. They will also ask you not to tell anyone outside the group what any particular person said in the group. However, the researchers cannot guarantee that everyone will keep the discussions private. 

· If the study is FDA-regulated, the following statement must include the following statement: All records associated with you/your family member’s participation in this study will be confidential.  However, because the use of this drug/device is regulated by the Food and Drug Administration (FDA) and (INSERT NAME OF SPONSOR) agents of the FDA and (INSERT NAME OF SPONSOR), (INSERT NAME OF OTHER ORGANIZATIONS) may have access to these records during the course of their duties.







Appendix 3: Certificate of Confidentiality

The National Institutes of Health (NIH) has issued a Certificate of Confidentiality to further protect your privacy.  With this Certificate, the investigators may not disclose research information that may identify you in any Federal, State, or local civil, criminal, administrative, legislative, or other proceedings, unless you have consented for this use. Research information protected by this Certificate cannot be disclosed to anyone else who is not connected with the research unless: there is a law that requires disclosure (such as to report child abuse or communicable diseases, but not for legal proceedings); you have consented to the disclosure, including for your medical treatment; or the research information is used for other scientific research, as allowed by federal regulations protecting research participants. 

Disclosure is required, however, for audits or program evaluations requested by the agency that is funding this project or for information that may be required by the Food and Drug Administration (FDA). Any research information that is placed in your medical record would not be covered under this Certificate. 
 
You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research. If others obtain your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.

Finally, you should understand that the investigator is not prevented from taking steps, including reporting to authorities, to prevent serious harm to yourself or others.



Appendix 4: Conflicts of Interest Disclosure Language

Specific Disclosure
The person leading this research study might benefit financially from this study. Specifically, [insert appropriate description from below]. The Institutional Review Board and the Conflicts of Interest committee at Boston University have reviewed the possibility of financial benefit. They believe that the possible financial benefit to the person leading the research is not likely to affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

Descriptions
The relevant description below should be inserted into the disclosure as indicated, except for the description of unrestricted finder's fees, which should be used instead of the “specific disclosure” language given above.

Salary Support
Company XYZ is paying some or all of the salary for the researchers and staff who are working on this study.

Money Received Outside of the Study
This research study is supported by money from Company XYZ. In addition, the person leading this research study receives extra money from Company XYZ for work that is not a part of this study. These activities may include consulting, advisory boards, giving speeches, or writing reports. The person running this research might receive hundreds or thousands of dollars for this work.

Per Capita Payments
Company XYZ pays the department (hospital/clinic, etc.) running this research study for study supplies, staff salaries, and for each person who agrees to participate in the study. This amount of money is just enough to cover the cost of running the study.

Finders' Fees Restricted to Research Uses
Company XYZ pays the department (hospital/clinic, etc.) running this research study enough money for study supplies, staff salaries, and for each person who agrees to participate in the study, plus some extra money. The person running this research study can use this extra money for other work-related costs, such as travel to meetings, paying support staff, purchasing new office equipment, or funding other research.

Unrestricted Finders' Fees
[Note: Substitute this entire paragraph for the “specific disclosure” language given above.] 
The researcher (or, if appropriate, your doctor) might benefit financially from this research study. Company XYZ paid the researcher (or, your doctor, etc.) $XXXX for referring you to this research study. The researcher (or, your doctor, etc.) can use this money however he or she wishes. The Institutional Review Board and The Conflicts of Interest Committee at Boston University have reviewed the study plan and believe it is unlikely that the possible financial benefit to the researchers (or, your doctor, etc.) will affect your safety and/or the scientific quality of the study. If you would like more information, please ask the researchers or the study coordinator.

Researcher Holds a Patent
The person leading this research study owns [or has applied for] a patent on the new [equipment, device, test, drug, treatment, etc.] being studied. Research studies like the one you are thinking about joining are done to determine whether the new [equipment, device, test, drug, treatment, etc.] is safe and effective. If research shows the new [equipment, test, test, drug, treatment, etc.] is safe and effective, the person leading this study would receive a part of the profits from any sales of this [equipment, device, test, drug, treatment, etc.].

University Holds a Patent
Research studies like the one you are thinking about joining are done to determine whether the new [equipment, device, test, drug, treatment, etc.] is safe and effective. Boston University owns [or has applied for] a patent on the new [equipment, device, test, drug, treatment, etc.] being studied. If research shows the new [equipment, device, test, drug, treatment, etc.] is safe and effective, Boston University would receive a part of the profits from any sales of this [equipment, device, test, drug, treatment, etc.].

Researcher Owns Equity
This research study is designed to test a product made by Company XYZ. The person running this study has an investment in Company XYZ, such as stock. The amount of money the investment is worth might be affected by the results of this study. This means that the person running this study could gain or lose money depending on the results of this study.

University Owns Equity
This research study is designed to test a product made by Company XYZ. Boston University has an investment in Company XYZ, such as stock. The financial value of this investment might be affected by the results of this study. This means that Boston University could gain or lose money depending on the results of this study.

Reference: 
Developing Model Language for Disclosing Financial Interests to Potential Clinical Research Participants, Weinfurt KP1, Allsbrook JS, Friedman JY, Dinan MA, Hall MA, Schulman KA, Sugarman J; IRB. 2007 Jan-Feb;29(1):1-5.


Appendix 5: Consent of Legally Authorized Representatives for Adult Participants without the Capacity to Consent to their own Participation in Research – signature page

If a participant does not have the decisional capacity to provide informed consent, the following sections for Legally Authorized Representative/Guardian and Adult Assent must be completed.

Signature Section Instructions
The consent form must be signed and dated by the participant or a legally authorized representative (LAR) at the time of consent. The participant/LAR must be given adequate opportunity to read or have the form read to them before signing. A copy shall be given to the person who signs the form. If the participant/LAR is unable to read, the consent may be read in the presence of a witness who must co-sign the consent. The FDA suggests that patients with dementia be informed about a clinical trial to the extent compatible with their understanding, and if capable, sign their assent to participate. 
Documentation of Informed Consent and Authorization:

· I have read this consent form and was given enough time to consider the decision to participate in this research.
· This research has been satisfactorily explained to me, including possible risks and benefits.
· All my questions were satisfactorily answered. 
· I understand that participation in this research is voluntary and that I can withdraw at any time.
· I am signing this consent form prior to participation in any research activities.
· I give permission for participation in this research and for the use of associated protected health information as described above (HIPAA) – include if applicable, if not, remove

Legally Authorized Representative/Guardian:
I give permission for the person I am authorized to represent to participate in this research study and for the use of associated protected health information as described above (HIPAA) – include if applicable, if not, remove. 

___________________	________________________________________________
Date (MM/DD/YEAR)	Legal Guardian Signature

________________________________________________
Legal Guardian Name
	
Relationship to Subject *(This order must be followed. If there is a court appointed guardian, this is who needs to provide consent. If not, a health care proxy, followed by durable power of attorney and lastly, family members)
[bookmark: Check10]|_| Court-Appointed Guardian
|_| Health Care Proxy (Attach Proxy and ensure there is express authority to make health care decisions inclusive of research.)
|_| Durable Power of Attorney (POA) (Durable POA may be limited to specific areas. Attach Durable POA and ensure it covers research.)
|_| Family Member/Next of Kin, (in order of preference: spouses, parents and adult children). Specify relationship: ___________________________________________  


Adult Assent:


___________________	________________________________________________
Date (MM/DD/YEAR)	Signature of Participant  		

|_| Check if assent is not obtained and specify the reason here: _____________________


































Appendix 6: HIPAA Authorization Language

Authorization for Use and Disclosure of Your Protected Health Information
HIPAA requires that each subject who participates in a research study sign an informed consent form as well as written authorization for the use and disclosure of their Protected Health Information. The following sections encompass the required authorization language. 
As part of this study, we will be collecting and sharing information about you with others.  Please review this section carefully as it contains information about the federal privacy rules and the use of your information.

Protected Health Information (PHI)
By signing this informed consent document, you are allowing the investigators and other authorized personnel to use and disclose health information about you. This may include information about you that already exists such as: Include all that apply, such as medical records, demographic information, laboratory results, etc. as well as any new information generated as part of this study through Include all that apply, such as questionnaires, tests, procedures that we may ask you to undergo.  This is your Protected Health Information, or PHI.

People/Groups at Boston University Who Will Use Your Protected Health Information
Your Protected Health Information, PHI, may be shared with the investigators listed on this consent form as well as the supporting research team (i.e. research assistants, statisticians, data managers, laboratory personnel, administrative assistants). Your PHI may also be shared with the Boston University Charles River Campus Institutional Review Board as it is responsible for reviewing studies for the protection of the research subjects.

People/Groups Outside of BU with Whom Your Protected Health Information Will Be Shared
We will take care to maintain confidentiality and privacy about you and your Protected Health Information, PHI. We may share your PHI with the following groups so that they may carry out their duties related to this study:
· The sponsor of this study name Sponsor here and their clinical research organizations
· Other researchers and centers that are part of this study name institutions here – if none, remove this bullet
· Other institutions, hospitals and medical centers taking part in this study name Institutions here - if none, remove this bullet and research collaborators at those institutions
· Laboratories not affiliated with BU name labs here - if none remove this bullet 
· Statisticians and other data monitors not affiliated with BU name here – if none, remove this bullet
· People or groups that are hired to provide services related to this research name such people/groups here – if none, remove this bullet
· Your health insurance company, for portions of the research and related care that are considered billable. 
· Federal and state agencies that oversee or review research information, such as the Food and Drug Administration, the Department of Health and Human Services, the National Institutes of Health, and public health and safety authorities include any other agency that may have regulatory oversight for your study 
· Data and Safety Monitoring Board(s) that oversee this study if there are no DSMBs, remove this bullet

Those who receive your PHI may make further disclosures to others. If they do, your information may no longer be covered by the federal privacy regulations.

Why We Are Using and Sharing Your Protected Health Information
The main reason for using and sharing your Protected Health Information is to conduct and oversee the research as described in this Informed Consent Document.  

No Expiration Date - Right to Withdraw Authorization
Your authorization for the use and disclosure of your Protected Health Information, PHI, in this Study shall never expire.  However, you may withdraw your authorization for the use and disclosure of your PHI at any time by notifying the Principal Investigator in writing. If you would like to withdraw your authorization, please send a letter notifying the Principal Investigator to name of Principal Investigator at include address. Please be aware that the investigators in this study will not be required to destroy or retrieve any of your PHI that has already been used or disclosed before the Principal Investigator receives your letter.

Right to Access and Copy Your PHI
If you wish to review or copy your Protected Health Information, PHI, as it is made part of your medical record, you may do so after the completion or termination of the study by sending a letter to the Principal Investigator. You may not be allowed to inspect or copy your PHI until this study is completed or terminated.

Notice of Privacy Practices
In addition to signing this document, you may also be asked to sign an acknowledgement form to confirm that you received and reviewed the BU Notice of Privacy Practices. 




















Appendix 7: Informed Consent for Secondary Research with Data and Biospecimens (Sample Language from the NIH):

NIH has issued the Data Management and Sharing (DMS) policy (effective January 25, 2023) to promote the sharing of scientific data. The DMS Policy applies to all research, funded or conducted in whole or in part by NIH, that results in the generation of scientific data. This includes research funded or conducted by extramural grants, contracts, Intramural Research Projects, or other funding agreements regardless of NIH funding level or funding mechanism.

Sample Description Language
This study is collecting data and biospecimens from you. We would like to make your data and biospecimens 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 biospecimens for [Insert time frame as indicated in the study protocol].
Your data and biospecimens may be shared with researchers around the world. However, the decision to share your data and biospecimens is controlled by [indicate which entity has control]. To get your data and biospecimens, future researchers must seek approval from [indicate which entity has control]. The researchers must agree not to try to identify you.
Option #1: If the data and biospecimens are coded and can be linked back to the identity of the participant:
We will protect the confidentiality of your information to the extent possible. Your data and biospecimens 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.
Option #2: If the data and biospecimens cannot be easily linked back to the identity of the participant:
Your name and identifying information will be removed from any data and biospecimens you provide before they are shared with other researchers. Researchers cannot easily link your identifying information to the data and biospecimens.
Withdrawal of Consent
Option 1: When sharing of data and biospecimens will be optional (e.g., for studies that have potential benefit):
It is your choice whether or not to let researchers share your data and biospecimens for research in the future. If you say “yes,” you can change your mind later. If you say “no,” you can still fully participate in this study. If you change your mind and no longer wish to have us store or share your data and biospecimens, you should contact [insert contact info]. We will do our best to honor your request and to retrieve any data and biospecimens that have been shared with other researchers. However, there may be times we cannot. For example, if we do not have a way to identify your data and biospecimens we will not be able to retrieve them.
In addition, if the data and biospecimens have already been used for new research, the information from that research may still be used. We will [fill in what will happen to the biospecimens after they are retrieved] any biospecimens we have or are able to retrieve.
Please initial [or sign depending on institutional practice] next to your choice:
______YES, use my data and biospecimens in other research studies
______NO, do NOT use my data and biospecimens in other research studies
Option 2: When sharing of data and biospecimens will not be optional (e.g., where sharing is integral to the purpose of the study):  
Participating in this study means you agree to share your data and biospecimens. You can change your mind later, but researchers might still use your data and biospecimens if they have already been shared. If you do not want your data and biospecimens used for other projects, you should not participate in this study.
Risks & Benefits Sample Language
 [Risks] We will do our best to protect your data and biospecimens during storage and when they are shared. However, there remains a possibility that someone could identify you. There is also the possibility that unauthorized people might access your data and biospecimens. In either case, we cannot reduce the risk to zero.
[Benefits] You will not receive any direct benefit from sharing your data and biospecimens. However, sharing your data and biospecimens may contribute to research that could help others in the future.
Commercial Application
The use of your data and biospecimens 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.


Appendix 8: Sharing De-identified Data with the National Institute of Mental Health Data Archive (NDA)

Researchers who are funded by the National Institute of Mental Health (NIMH) are required to deposit all raw and analyzed data (including, but not limited to, clinical, genomic, imaging, and phenotypic data) from studies involving human subjects into the NIMH Data Archive (NDA). Subjects need to provide consent to share with NDA. 

Data from this study will be submitted to the National Institute of Mental Health Data Archive (NDA) at the National Institutes of Health (NIH). NDA is a large database where de-identified study data from many NIH studies are stored and managed. Sharing your de-identified study data helps researchers learn new and important things about brain science more quickly than before.

De-identified study data means that all personal information about you (such as name, address, birthdate and phone number) is removed and replaced with a code number. The study researchers will never send your personal information to NDA. 
         
It is possible that you will participate in more than one study that sends data to NDA. NDA can connect your data from different studies by matching the code number on your de-identified data from each study. This data matching helps researchers who use NDA data to count you only one time. It also helps researchers who use NDA to better understand your health and behavior without knowing who you are.
                                                             
During and after the study, the study researchers will send de-identified study data about your health and behavior to the NDA. Other researchers across the world can then request your de-identified study data for different research projects. Every researcher (and the institution to which they belong) who requests your de-identified study data must promise to keep your data safe and promise not to try to learn your identity. Experts at the NIH who know how to keep your data safe will review each request carefully to reduce risks to your privacy. Sharing your study data does have some risks, although these risks are rare. Your study data could be accidentally shared with an unauthorized person who may attempt to learn your identity. The study researchers will make every attempt to protect your identity.

You may not benefit directly from allowing your study data to be shared with NDA. The study data provided to NDA may help researchers around the world learn more about brain science and how to help others who have problems with brain science. NIMH will also report to Congress and on its website about the different studies using NDA data. You will not be contacted directly about the study data you contributed to NDA. 

You may decide now or later that you do not want your study data to be added to NDA. You can still participate in this research study even if you decide that you do not want your data to be added to NDA. If you decide any time after today that you do not want your data to be added to NDA, call or email the study staff who conducted this study, and they will tell NDA to stop sharing your study data. Once your data is part of NDA, the study researchers cannot take back the study data that was shared before they were notified that you changed your mind. If you would like more information about NDA, it is available on-line at http://nda.nih.gov. 

Do you agree to allow us to send your de-identified study data the National Institute of Mental Health Data Archive (NDA)?

______YES		______NO		_______Participant Initials
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