
Shortened title of study must appear at the top of every page


INSTRUCTIONS FOR FORM:
Please follow italicized instructions listed in brackets and highlighted areas.

Include the shortened title as a header and complete the information needed for the footer.

Delete all instructions from the consent template when finished.
Make sure that formatting is correct and delete all colored fonts and hanging headers.

Only a size 12 font or larger may be used.
Consent given to participants must be one sided only.
[Behavioral] Research Informed Consent

Title of Study: [insert the full name of the study]
Principal Investigator (PI):

[Name]






[Department]






[Phone]

[Delete funding source if no funding]
Funding Source:


[Name]
When we say “you” in this consent form, we mean you or your child; “we” means the researchers and other staff. [Delete if minors are not involved in the research.  If minors are involved in the research revise footer to Parent/Participant Initials.]
Purpose
You are being asked to be in a research study of [insert a general statement about the study] because you [explain succinctly and simply why the prospective subject is eligible to participate]. This study is being conducted at Swarthmore College [and/or lists all other locations where the PI will be conducting this study].  The estimated number of study participants to be enrolled at Swarthmore College [and/or the proposed site(s)] is about [insert number] as well as about [insert number] throughout [insert location where study will be conducted; e.g., U.S., Europe, Canada, etc.].  Please read this form and ask any questions you may have before agreeing to be in the study.

In this research study, [provide a brief paragraph or two that describes the purpose of the research study in lay language (6th -8th grade reading level].
Study Procedures
If you agree to take part in this research study, you will be asked to [explain in simple, nonscientific terms what the participants will be asked to do as part of the research study. Specialized terminology should be simplified or explained. All abbreviations and acronyms should be defined. The following information, as applicable, should also be addressed in paragraph form:
[All procedures listed in the protocol should be included here].

1. Describe the chronological tasks the participants will do as part of the research study (e.g., fill out surveys, complete questionnaires, assignment to study groups, etc). Identify all aspects of the research that are experimental. 
2. Clearly state how long each study session will last, the frequency of sessions, and the total duration of their participation over the course of the study. Give an estimate of how much time is required at each session for required activities such as completion of questionnaires, procedures, interviews, etc.

3. Describe what sort of questions will be asked, and whether or not subjects have the option of not answering some of the questions and be able to remain in the study.
4. State how the participant’s identity will be protected.
Benefits [select only one of the following paragraphs and delete the one that does not apply].
As a participant in this research study, there [select the appropriate verbiage, may/will] be no direct benefit for you; however, information from this study may benefit other people now or in the future.

The possible benefits to you for taking part in this research study are [describe any direct benefit to the participant; e.g., information about better coping skills, awareness of available resources, or any other personal gain other than financial]. [If there is also an indirect benefit to society, add: Additionally, information from this study may benefit other people now or in the future.]
Risks [Select only the applicable statements that follow]
There are no known risks at this time to participation in this study. [if selected, delete the next paragraph].

By taking part in this study, you may experience the following risks: [describe in lay language the risks that are inherent to the study in order of severity and likelihood; when possible, quantify in percentage or likeliness of occurrence—e.g., most likely, likely, less likely. Include a description of the following category of risks, as applicable:

· Physical risks (e.g., nausea, vomiting, muscle aches, discomforts, etc.)
· Emotional risks (e.g., feelings of sadness or anxiety)

· Social/Economic risks (e.g., possible loss of confidentiality, possible effect to employment status)
· Legal risks (e.g., possibility of being arrested)]
Add when information must be reported to authorities
The following information must be released/reported to the appropriate authorities if at any time during the study there is concern that: include applicable bullet(s)
· child abuse or elder abuse has possibly occurred, 

· you have a reportable communicable disease (i.e., certain sexually transmitted diseases or HIV)

· you disclose illegal criminal activities, illegal substance abuse or violence
There may also be risks involved from taking part in this study that are not known to researchers at this time.
Alternatives
[If the study involves intervention, clearly spell out alternative procedures, if any, that may be appropriate for the participant. The only alternative might be not to participate in the study.]

Study Costs [choose only the applicable statement (s) from the following list]
· Participation in this study will be of no cost to you.
· You will be charged for the following items [insert items]
Compensation [select only the applicable statement. Note: participants are not paid for participation, but are compensated for their time and inconvenience].
You will not be paid for taking part in this study.

For taking part in this research study, you will be paid for your time and inconvenience [enter form of payment, amount of payment, and payment schedule. (Note: all payments to participants should be prorated for partial participation) The IRS requires that compensation greater than or equal to $600 be reported to the IRS-refer to http://www.irs.gov/pub/irs-pdf/i1099msc.pdf.]  
If the participant is not a U.S. citizen and/or not a U.S. tax payer 30% of the compensation will be withheld by WSU before the check is disbursed. You must inform the participant of this regulation in the consent form.

Research Related Injuries
If the risks to the study are no more than minimal (i.e., protocol may be expedited or exempted), this disclaimer, including the header, may be removed if IRB chair or designee concurs with its elimination.]
In the event that this research related activity results in an injury, treatment will be made available including first aid, emergency treatment, and follow-up care as needed. Care for such will be billed in the ordinary manner to you or your insurance company. No reimbursement, compensation, or free medical care is offered by Swarthmore College [or (insert, as applicable, the name(s) of any other facility involved with this study]. If you think that you have suffered a research related injury, contact the PI right away at [insert phone number].

Confidentiality
All information collected about you during the course of this study will be kept confidential to the extent permitted by law. You will be identified in the research records by a code name or number. Information that identifies you personally will not be released without your written permission. However, the study sponsor, the Institutional Review Board (IRB) at Swarthmore College, or federal agencies with appropriate regulatory oversight [e.g., Food and Drug Administration (FDA), Office for Human Research Protections (OHRP), Office of Civil Rights (OCR), etc.) may review your records.
When the results of this research are published or discussed in conferences, no information will be included that would reveal your identity. 
[Delete the following if not applicable: If photographs, videos, or audiotape recordings of you will be used for research or educational purposes, your identity will be protected or disguised. (State whether/when the tapes will be destroyed. Describe the subject’s right to review and/or edit the tapes, who will have access, and when the tapes will be erased. Describe how personal identities will be shielded or disguised, etc.)].

Voluntary Participation/Withdrawal
Taking part in this study is voluntary.  You have the right to choose not to take part in this study. [Delete the following sentence if not applicable, If you decide to take part in the study you can later change your mind and withdraw from the study.]  You are free to only answer questions that you want to answer.  You are free to withdraw from participation in this study at any time.  Your decisions will not change any present or future relationship with Swarthmore College or its affiliates, or other services you are entitled to receive.

The PI may stop your participation in this study without your consent. The PI will make the decision and let you know if it is not possible for you to continue. The decision that is made is to protect your health and safety, or because you did not follow the instructions to take part in the study
[Add if doing survey research on the Internet and this is applicable:]The data that you provide may be collected and used by [insert name of survey company as applicable, e.g. "Amazon" if using MTurk] as per its privacy agreement. Additionally, participation in this research is for residents of the United States over the age of 18; if you are not a resident of the United States and/or under the age of 18, please do not complete this survey.
Questions
If you have any questions about this study now or in the future, you may contact [insert name of PI] or one of [his/her] research team members at the following phone number [insert telephone number]. If you have questions or concerns about your rights as a research participant, the Institutional Review Board can be contacted at (610) 957-6150. 

Consent to Participate in a Research Study
To voluntarily agree to take part in this study, you must sign on the line below. If you choose to take part in this study you may withdraw at any time. You are not giving up any of your legal rights by signing this form. Your signature below indicates that you have read, or had read to you, this entire consent form, including the risks and benefits, and have had all of your questions answered. You will be given a copy of this consent form.

_______________________________________________                                                           _____________

Signature of participant / Legally authorized representative *




Date

_______________________________________________                                                           _____________

Printed name of participant / Legally authorized representative
 *



Time
_______________________________________________                                                           _____________

Signature of witness**








Date

_______________________________________________                                                           _____________

Printed of witness**








Time
_______________________________________________                                                           _____________

Signature of person obtaining consent






Date

_______________________________________________                                                           _____________

Printed name of person obtaining consent






Time
	


*Remove LAR reference if you don’t intend to consent participants that have or may have a LAR.
**Use when participant has had this consent form read to them (i.e., illiterate, legally blind, translated into foreign language).
_____________________________________________                                                           _____________

Signature of translator








Date

_______________________________________________                                                        _____________

Printed name of translator








Time
Submission/Revision Date: [insert date]
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Protocol Version #: [Insert Number]
                                                                 Participant’s Initials

Form Date 02/2016

