Information about Being in a Research Study

Lander University

NOTE: Instructions (in brackets), notes and template language are in red font. Remove instructions, notes and template language not applicable to your study before submitting informed consent document to IRB office for review. Change red font to black and use plain language (avoid technical terms, acronyms or jargon, unless explained).
[Title of the Research]
KEY INFORMATION ABOUT THE RESEARCH STUDY 
Voluntary Consent: [Insert PI name] is inviting you to volunteer for a research study. [PI’s name] is a [enter title or position] at Lander University conducting the study with [if applicable, insert other team members’ names and respective institution if your collaborators are not affiliated with Lander]. 
[If any team member has significant FINANCIAL INTEREST AND/OR A CONFLICT OF INTEREST (COI) related to the research, identify the team member and describe the financial interest or COI. If language has been defined within a formal management plan, this should be included here.]

You may choose not to take part and you may choose to stop taking part at any time. You will not be punished in any way if you decide not to be in the study or to stop taking part in the study. 
Add the following information if you will recruit students from your courses:
If you decide not to take part or to stop taking part in this study, it will not affect your grade in any way.
Alternative to Participation: As an alternative to taking part in this study, you could [note appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.  
If there are no alternatives, state that, “Participation is voluntary and the only alternative is to not participate.”]
Study Purpose: The purpose of this research is… [briefly describe the purpose of the study].

Activities and Procedures: Your part in the study will be to [briefly describe research activities/procedures here; more details on equipment/devices/recordings will be provided in the sections below]. 

Add following if conducting FOCUS GROUP: 

Some of the information shared during the group discussion may be personal, we ask that you respect others in the group and keep the information shared confidential. Please do not share any information that may be sensitive or make you uncomfortable. You may refuse to answer or leave the discussion at any time if you become uncomfortable.

[If requesting Exempt review under category 3, notify the participants that the study involves an intervention and/or deception of the nature or purposes of the research. You do not have to provide details of the intervention or deception.] 
Participation Time: It will take you about [enter expected duration for all research activities] to be in this study.

Risks and Discomforts: [Briefly describe any reasonably expected risks or discomforts to the participant and describe the measures you will take to minimize these risks and discomforts; specific risks will be provided in the sections below.]
Example: 
· We do not know of any risks or discomforts to you in this research study. OR
· There are certain risks or discomforts that you might expect if you take part in this research. They include…

Possible Benefits: [Describe any benefits to the participant and to others that may be reasonably expected from the research. Briefly describe contribution of study to your field, scientific community, or society. If no direct benefits to participants, state “You may not benefit directly for taking part in this study, however…” and describe contribution to your field or society.]
EXCLUSION/INCLUSION REQUIREMENTS

[Delete this section if not applicable to your study]
[Describe exclusion/inclusion criteria listed on application to participate in the study.]

MANDATORY REPORTING 
As responsible employees under Lander University Title IX policies, we are required to report incidents of discrimination based on sex, sexual harassment, or sexual violence involving a member of the Lander University community. Nothing you say in this study will be associated with your name at any point in the process unless you disclose information that may be reportable under Lander’s policies or by law. This means that there may be rare situations that require us to release personal information about you, e.g., in case a judge requires such release in a lawsuit or if you tell us of your intent to harm yourself or others (including reporting behaviors consistent with child abuse or neglect). In accordance with S.C. Code §63-7-310, we are required to report child abuse or neglect. 
INCENTIVES
[Delete this section if not applicable to your study]
[Describe any incentives being offered to encourage participation (e.g., money, gifts, course credit) and if partial payment or partial credit will be offered.] 

[If you are offering course/extra credit for research participation, you must indicate here that the same course/extra credit is available for a non-research activity that involves the same effort and time investment. You may either describe this alternative here or refer the student to someone for further information.] 

AUDIO/VIDEO RECORDING AND PHOTOGRAPHS

[Delete this section if not applicable to your study]
[Describe what sessions will be recorded or photographed; data management of recordings/photographs; if recordings/photographs will be shared publicly; reference to media release form if sharing recordings/photographs in public settings.] 

EQUIPMENT AND DEVICES THAT WILL BE USED IN RESEARCH STUDY

[Delete this section if not applicable to your study]
[Describe all equipment and devices that will be used during data collection (i.e., mobile phone).] 

[Describe risks to using equipment/devices, if any.]

HEALTH RECORDS

[Delete this section if not applicable to your study]
We are requesting permission to collect certain information from your health record. This will include [describe what information will be recorded from health record]. Your information will only be shared with the research team.
PROTECTION OF PRIVACY AND CONFIDENTIALITY
The results of this study may be published in scientific journals, professional publications, or educational presentations.

[Describe the extent to which confidentiality of records identifying the participant will be maintained; include data management plan for identifiable information (see options below); include any local, state, federal or international privacy laws that may limit confidentiality.]
NOTES: Difference between privacy, confidentiality and anonymity:

· Privacy is related to methods of gathering information from research subjects; location of data collection (public vs. private setting). Do not promise privacy if other participants will be present during data collection.
· Confidentiality refers to the obligations of researchers and institutions to appropriately protect the information disclosed to them; how the data will be secured and protection of identity. 
· Anonymity is when you are not collecting any identifiable data or will not know the identity of the participant. Anonymity is not possible if you are conducting interviews/focus group sessions, collecting IP address or any other data that could potentially identify the participant. Anonymity is difficult to maintain and the IRB office does not recommend promising anonymity on the informed consent document. 

Add ONE of the following if you ARE NOT recording identifiable data:

· The information collected during the study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participants or legally authorized representative.

· The information collected during the study will not be used or distributed for future research studies. 

Add ONE of the following if you ARE recording identifiable data BUT NOT retaining identifiable information:

· Identifiable information collected during the study will be removed and the de-identified information could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participants or legally authorized representative. 
· Identifiable information collected during the study will be removed and the de-identified information will not be used or distributed for future research studies. 
Add the following if you ARE recording identifiable data AND retaining identifiable information BUT NOT using data for future studies:

· Identifiable information collected during the study will be retained but will not be used or distributed for future research studies.

BROAD CONSENT FOR THE STORAGE, MAINTENANCE, AND SECONDARY RESEARCH USE OF IDENTIFIABLE PRIVATE INFORMATION

[Delete this section if not applicable to your study]
[Include this section if you ARE recording identifiable data, retaining identifiable information AND using identifiable information for future studies; researchers must have a tracking system to keep record of broad consent and describe tracking system on IRB application.] 
Identifiable information collected during the study will be retained and could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participants or their legally authorized representative. 

[Describe the period of time that the identifiable private information may be stored and maintained (which period of time could be indefinite), and a description of the period of time that the identifiable private information may be used for research purposes (which period of time could be indefinite).]
COUNSELING INFORMATION

In the event that you experience a negative reaction from participating in this study, notify the research team immediately. Should you need to connect with someone, consider the following confidential resources.
· Lander University students may access psychological care through the Wellness Center, call (864) 388-8885. 

· Mental Health America of Greenville County’s CRISIS line:  864) 271-8888.  Free, 24/7 crisis phone line.

· Crisis Chat:  http://www.crisischat.org/, free chat line available 2PM to 2AM, 7 days/week.

· Crisis Text Line:  Text “START” to 741-741, service is free through most major phone service carriers and available 24/7.

· National Sexual Assault Online Hotline: http://apps.rainn.org/ohl-bridge/, free, 24/7 online chat service.

· Contact a mental health professional of your choice, at your own expense.

CONTACT INFORMATION
If you have any study related questions or if any problems arise, please contact [Add point of contact’s name, must be Lander faculty or staff member] at Lander University at [Add phone number and/or e-mail address].
If you have any questions or concerns about your rights in this research study, please contact the Lander University’s Institutional Review Board (IRB) at 864-388-8042 or sgoing@lander.edu. The Lander University IRB will not be able to answer some study-specific questions. However, you may contact the Lander IRB if the research staff cannot be reached or if you wish to speak with someone other than the research staff.

CONSENT TO PARTICIPATE
By participating in the study, you indicate that you have read the information written above, been allowed to ask any questions, and you are voluntarily choosing to take part in this research. You do not give up any legal rights by taking part in this research study.
A copy of this form will be given to you.
[Information on when a signed consent is required below.]



Family Educational Rights and Privacy Act (FERPA)

· Written consent is required if you are using student educational records covered under FERPA (Family Educational Rights and Privacy Act) in your study.
· Written consent may be electronic or by having students sign a paper copy of the informed consent document. 

· Use institutional or departmental retention schedule to retain signed FERPA authorization/informed consent document.
· Sample signature sections below.
[Add ONE of the sections below if you are using STUDENT EDUCATIONAL RECORDS covered under FERPA.]
[If using PAPER COPY:]
Participant’s signature: ____________________________________ Date: __________
Print name: _____________________________________________
A copy of this form will be given to you.

[DIGITAL SIGNATURE: If you are using data covered under FERPA and requesting digital signature:]
If you choose to consent, the prompt below will serve as your digital signature and your confirmation of consent.

  

Full name: _____________________________

Today’s date: ___________________________

 

_____ I consent to being a participant in this study and the use of my educational records for research purposes.

_____ I DO NOT consent to being a participant in this study.

You may print a copy of this document for your records.

