


[bookmark: _Hlk59019493]INFORMED CONSENT FORM

University of Massachusetts Boston
Department of [insert department name]
100 Morrissey Boulevard
Boston, MA 02125-3393

Consent Form for [insert Title of Research Project]

[Please Note: There are many different ways to construct a consent document. Researchers are encouraged to create a form that best fits the context, population, and other parameters of the proposed study. Researchers should construct forms that participants can easily understand in terms of language, tone, grammar and content. Use lay terms and not jargon. Consent forms should be written in second person (if you agree to participate in the study, this is what you are asked to do).  

This template provides the required basic elements of informed consent. They are identified in bold face in each section of this form. Starred [*] elements can be omitted if there are none in the research. 

In the case of participants who are minors or adults lacking decision-making capacity, the consent process should be conducted with a parent, guardian, or legally authorized representative. Additionally, the researcher should gain assent from the study participants when possible.] 

For some research (e.g., clinical trials supported by a Common Rule agency, research involving more than minimal risk, etc.), the consent form may require additional elements of informed consent not listed here. Contact the IRB in advance for guidance. 

Introduction and Contact Information:
You are asked to take part in a research study. Participation is voluntary. The researcher is _______(name, title, department). The faculty advisor is _______(name, title, department). Please read this form and feel free to ask questions. If you have questions,_______(name) will discuss them with you. His/her telephone number is ______. The sponsor of the study is (list any funding source).

[Required Element:
A statement that the study involves research.
This section should provide a general statement about the research and a brief introduction to the investigators (name, title, department). Students should include the name and contact information of their faculty advisor.]

Description of the Project:
The purpose of this research is _________ (state the purpose of the research).  
Your participation in this study will take ______(state the duration of participation).  
If you decide to participate in this study, you will be asked to ______(state or list specific study procedures.)

[Required Elements:
An explanation of the purpose of the research, duration of participant participation, and the procedures to be followed. Identify any experimental procedures.* 

For studies involving randomization, include the probability for random assignment to each group.

For research involving questionnaires, surveys, focus groups, or interviews, describe the type of questions that will be asked (or topics discussed).

Include the amount, type, and schedule of any incentives/payments in the discussion of the research procedures or in a separate section. Do not list incentives/payments in the benefits section.] 
Risks or Discomforts:
A risk of participation is a loss of confidentiality. We will do everything we can to protect your information. 

You may feel uncomfortable when completing the research materials. You may skip any questions or stop participating at any time.

[Include information about resources when emotional or psychological distress is a risk; otherwise delete] You may speak with______ (name of the researcher, if applicable) to discuss any distress or other issues related to study participation. If you wish to discuss concerns with ___________(other resources such as counseling), you are encouraged to contact _________(provide phone number, address, etc.).  

[Required Element:
An explanation of any risks or discomforts* to the subject that might reasonably be expected to occur. Inform the participant of any risks (e.g. physical, psychological, social, economic) as a result of study procedures.  

If personally identifying information is collected about participants and data can be linked by the researcher to the specific participant’s identity (such as through a coding system), then a breach of confidentiality should be listed.]

Benefits:
There is no direct benefit to you from participating in this study. Your participation may help us learn more about ____________ (explain benefits of knowledge gained).

[Required Element:
An explanation of any benefits* to the subject or to others that might reasonably be expected from the research. Do not overstate the benefits. Do not list any incentives (financial or others) offered to participants in the benefits section.]

Alternatives:
Instead of being in this study, you can get__________________.

[Include for SONA or any studies that give extra course credit; otherwise delete] If you do not wish to participate in this study, there are other studies in which you can participate. You can also contact your instructor to learn more about an alternative way to fulfill the experimental participation requirement—e.g., through reading a short paper <edit to give a specific example of alternative if it’s not reading a short paper>.

[Required Element:
Disclose any alternatives* or courses of treatment that might be advantageous to the subject. Omit this section if not applicable. If the research involves a classroom intervention, it is appropriate to describe the available alternatives to participation.]

Confidentiality: 
Your part in this research is confidential. That is, the information gathered for this project will not be published or presented in a way that would allow anyone to identify you. Information gathered for this project will be password protected or stored in a locked file cabinet and only the research team will have access to the data. 

The University of Massachusetts Boston Institutional Review Board (IRB) that oversees human research and other representatives of this organization may inspect and copy your information. [Add to this list other organizations that may have access to the subject’s records such as the Department of Health and Human Services, when the research is conducted or funded by DHHS.] 

[Include for focus groups; otherwise delete] Due to the nature of focus groups, confidentiality cannot be guaranteed. To respect the privacy of your fellow participants, do not repeat what is said in the focus group to others. 

[Include for Photovoice; otherwise delete] When you take pictures for this project, it is important that you don’t take any identifying pictures of yourself or other people. For example, don’t take any pictures of someone’s face, even if it’s your own. [Include if participants are asked to upload photos; otherwise delete] Please do not upload any photos that includes faces or other identifying information. If you accidentally do upload a picture of someone’s face (even if it is your own), we will have to delete the photo for privacy reasons and will not be able to use it for the project. We may ask you to upload a replacement photo in that case.

[If identifiable private information or identifiable specimens will be collected during the research, add one of the following statements (please edit to fit your study). Delete the statement that is not applicable]:

Your information <or samples> collected as part of this research will not be used or shared for future research studies, even if all of your identifiers are removed. (Delete “samples” if no biospecimens are collected.)
<OR>
All identifiable information that could directly identify you (e.g., your name) will be removed from the information <or samples> collected in this study. After we remove all identifiers, the information <or samples> may also be used for future research or shared with other researchers without additional consent. (Delete “samples” if no biospecimens are collected.)

[If identifiable private information or biospecimens will be retained (e.g., banked, stored in a database) after the study for future research, explain where the data or specimens will be stored, who will have access to the data or specimens, and how long the data or specimens will be retained.] 

[Include for NIH-funded studies or those receiving a CoC by request from NIH.] This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This means that the researchers cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. They also cannot provide them as evidence unless you have agreed. This protection includes federal, state, or local civil, criminal, administrative, legislative, or other proceedings. An example would be a court subpoena.
There are some important things that you need to know. The Certificate DOES NOT stop reporting that federal, state or local laws require. Some examples are laws that require reporting of child or elder abuse, some communicable diseases, and threats to harm yourself or others. The Certificate CANNOT BE USED to stop a sponsoring United States federal or state government agency from checking records or evaluating programs. The Certificate DOES NOT stop disclosures required by the federal Food and Drug Administration (FDA). The Certificate also DOES NOT prevent your information from being used for other research if allowed by federal regulations.
Researchers may release information about you when you say it is okay. For example, you may give them permission to release information to insurers, medical providers or any other persons not connected with the research. The Certificate of Confidentiality does not stop you from willingly releasing information about your involvement in this research. It also does not prevent you from having access to your own information.

[Include for NIH-funded clinical trials] 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.

[Required Element:
A statement should be included describing the extent to which confidentiality* (i.e., the procedures used to not disclose identifying information and to protect the identity of participants) of data will be maintained. For example, the participant is assigned a pseudonym or ID number such that the participant’s specific identity (e.g., name) can only be linked to their data via a coding system known to only the researcher. If personally identifying information will be destroyed during the course of the research or at its conclusion, state when the link between identifying information and participant data will be destroyed. 

When data are recorded by the researcher in a manner in which they can be linked by the researcher to the specific participant’s identity, data should not be described as anonymous. 

A statement about whether or not information or biospecimens will be used for future research for any research that involves the collection of identifiable private information or identifiable biospecimens*. N/A if research is subject to Pre-2018 Requirements] 

Voluntary Participation:
The decision whether or not to take part in this research study is voluntary. If you do decide to take part in this study, you may end your participation at any time without consequence. If you wish to end your participation, you should ______ (state the procedure for terminating participation such as directly telling or phoning the researcher; for online surveys, explain steps for how to securely quit the survey application). Whatever you decide will in no way penalize you or involve a loss of benefits to which you are otherwise entitled, <and it will not affect your grades or status as a student; and it will not affect your relationship with the organization> (include appropriate language for the populations enrolled such as students or employees).

[Include for SONA if awarding credit for withdrawal; otherwise delete] To withdraw from the study at any time, look for the item asking you whether you want to Continue or Exit the Survey. When you click to Exit the Survey, you will be asked whether you want your data to be included in the final dataset or removed from the final dataset. After you indicate your preference, you will be redirected to the SONA website and will receive full credit for your study involvement.

[Required Elements:
A statement that participation in the research is voluntary and that refusal to participate or withdrawing from participation will involve no penalty or loss of benefits to which the participant is otherwise entitled.

If applicable, discuss the process for participants to withdraw once the project has begun, including how participants can request their data not be used for research.] 

Questions:
You have the right to ask questions about this research before you agree to be in this study and at any time during the study. If you have further questions about this research or if you have a research-related problem, you can reach ________ (name of the researcher and contact information; for student researchers, include the name and contact information for the faculty advisor). 

If you have any questions or concerns about your rights as a research participant, please contact a representative of the Institutional Review Board (IRB), at the University of Massachusetts, Boston, which oversees research involving human participants. The Institutional Review Board may be reached by telephone or e-mail at (617) 287-5374 or at human.subjects@umb.edu.

[Required Elements:
An explanation of how to contact the research team for answers pertinent to questions about the research, how to contact someone independent of the research team (IRB) about research participants’ rights, and who to contact in the event of a research related injury to the subject.]

Signatures: [Note: If you are requesting a waiver of written documentation of consent (i.e., waiving signature), delete this signature section. The method of obtaining consent needs to be described in the protocol. 

[Space for signature and date of participant or participant's legally authorized representative. (Age certification “I ALSO CERTIFY THAT I AM __ YEARS OF AGE OR OLDER OR AT LEAST THE LEGAL AGE OF ADULT IN MY LOCATION” can be added in situations in which minors may unintentionally be recruited.)]

I HAVE READ THE CONSENT FORM. MY QUESTIONS HAVE BEEN ANSWERED. MY SIGNATURE ON THIS FORM MEANS THAT I CONSENT TO PARTICIPATE IN THIS STUDY.



_________________________________	___________	_________________________________
Printed Name of Participant			Date		Signature of Participant



_________________________________	___________	_________________________________
Printed Name of Person Obtaining Consent	Date		Signature of Person Obtaining Consent


[If not obtaining signed consent, you may include the following suggested language instead and delete what is not applicable; otherwise delete] By [e.g., {verbally agreeing to participate}, {participating in the interview/focus group}, {checking “Yes” – for online surveys, we suggest adding an option for participants to indicate their consent by checking “Yes” or “No,” and if they click “No,” then they cannot proceed to the survey}], you will be agreeing to participate in the research. Please keep a copy of this form for your records or if you need to contact me. 




[Include the following sections 1, 2, and 3 for NIH-funded studies which share scientific data and/or biospecimens under the 2023 NIH Data Management & Sharing policy.]

[Section 1]
Consent for Storing and Sharing of Data <and/or Biospecimens> 
(Delete “biospecimens” if no biospecimens are collected.)
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 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. 

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. 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. The use of your data <and biospecimens> may lead to new 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 (adjust language in last sentence as needed).

[Section 2]
[Add one of the following two options (delete the one that is not true):
Option #1: Include 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.
<OR>
]Option #2: Include 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>.

[Section 3]
[Add one of the following two options (delete the one that is not true):
Option 1: Include when sharing of data and biospecimens will be optional for the study:]
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 indicate your choice:
______YES, use my data <and biospecimens> in other research studies
______NO, do NOT use my data <and biospecimens> in other research studies

<OR>
[Option 2: Include 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.
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