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INSTRUCTIONS FOR RESEARCHERS: Please provide relevant information in the sections below, replacing text in this font color with information specific to your study, and deleting sections that do not apply to your research. Please delete this section before finalizing your consent form. 
· Replace bracketed items in the header, such as “[Title of Study]” with the requested information. 
· Read guidelines for each section, complete as applicable for your project and then delete the template guidelines. Example text may be used if needed but should not be italicized. Instructions in red font should be replaced or deleted.  
· Your study may require additional language found in the Supplemental Consent Language document, these include focus groups, neglect/abuse/sexual misconduct/Title IX, Certificates of Confidentiality, COI, greater than minimal risk research, Clinical Trials, Genomic Data Sharing, Alternatives, and LAR signature.

Remember that information in the consent form should match what is described in your protocol submission and written in “lay language” that is understandable to the participant. 

RESEARCH PARTICIPANT CONSENT
[insert Title of project - consent form title should match application title]
[insert Principal Investigator’s name]
 [insert Academic Department]
 [insert Sponsor Name if applicable]
Purdue University
Key Information
You are being asked to participate in this research study because you [state inclusion criteria]. Your participation is voluntary which means that you may choose not to participate or leave the study at any time. 

The purpose of this research is [state clearly why this study is being conducted, what questions it aims to answer]. 
The total amount of time you will be in this study is [X minutes/days/months/years]. During your participation, you will be asked to [describe all research procedures briefly]. Taking part in this research involves the following risks or discomforts: [briefly state risks/discomforts] that are [greater/no greater] than typically encountered in daily life. There [may/may not] be benefits to you. The benefits to society include [describe benefits to society]. 

If alternative procedures or courses of treatment are applicable, please list them.  

Please read this form carefully and ask the researchers to explain anything you do not understand before you agree to be in the study.



What is the study about? 

State that the study involves research and explain the purpose of the research. This should match what is in the Protocol Description section of the application. Briefly tell the participant why this research is being done and how this study will address the problem. Give a short description of what kind of data will be collected from them, including audio/video recordings. 

Example: You are being asked to participate in this study about [explanation of the research in lay person terms]. This is  because you are a [describe the type of participant targeted for this study. E.g.: an adult who participates in volunteer activities on a regular basis; An adult between the ages of 18-35 with X medical condition]. 

What will I do if I choose to be in this study? 

You will be asked to [provide a non-technical, chronological step-by-step description of what participants will be asked to do or experience].

We will collect [describe the type(s) of data being collected] through [describe how/where it will be collected. E.g., an online survey, audio/video recording, a blood draw in the X clinic on Y campus].

The procedures described are being done for research purposes.
or 
The following procedures are standard practices/standard of care for [X condition], meaning you would experience them regardless of your participation in the research.” 

Example: The educational component is a standard practice that you would experience in your role as a student, regardless of your participation in this research.

Include the following if participants are randomized to comparison groups:
The group of study participants you will be assigned to will be chosen by chance, like flipping a coin. Neither you nor the study team will choose which study group you are assigned to. You will have an [equal/one in three/etc.] chance of being assigned to any given group. 

How long will I be in the study? 

Your participation will involve [insert total time commitment (e.g., hours, days, months, etc.)], the number of visits/sessions involved, and the length of each visit/session.] You may want to provide a visual timeline for longitudinal or complex studies. 

Please consider the risks of taking part in this study before you decide to participate. 

Breach of confidentiality is always a risk with data, but we will take precautions to minimize this risk as described in another section. 

Describe reasonably foreseeable physical, psychological, emotional distress/discomfort, invasion of privacy, embarrassment, economic or employment consequences, social, or legal risks, stressors, psychological trauma from remembering past experiences, etc. and how you’ll minimize them in the table below. 

	Possible risk(s)
	How we’re minimizing these risks

	Example: You may feel uncomfortable or embarrassed answering some of the survey questions
	You may skip questions you do not want to answer

	Example: Blood draws may cause bruising, pain, and rarely, infection.
	Blood will be drawn by experienced staff members

	Example: Cybersickness including headache, lightheadedness, fatigue, vision issues, nausea.
	You will be asked questions before participating in the virtual reality for sensitivity to the VR environment and/or previous experiences with VR.

You are free to stop the experiment at any time if you feel discomfort or would like to stop.





Are there any benefits?

Describe any benefits to the participant or to others (society) that may reasonably be expected from the research. DO NOT include any compensation to be offered to participants in this section. The description of benefits to the participant should be clear and not overstated. If no direct benefit is anticipated, it should be stated.

Examples:
We cannot promise any direct benefit for taking part in this study. However, possible benefits include <<describe reasonably expected direct benefits benefits>>. 

There are no direct benefits for taking part in this study, but we hope the information we get from this research may help understand <<insert benefits to society>> in the future.

Alternative Procedures This section may be omitted if there are no alternative procedures or interventions.

List appropriate alternative procedures/interventions, if any, which might be advantageous to the participant. 

Example: If you do not want to be in the study, you may earn research participation credit by <<list alternatives>>.

How will the researchers protect my information?

Describe how you will keep participant information secure and confidential.  For example, use of encryption, storing identifiable information separately from the rest of the research data, keeping only de-identified transcripts of interviews/focus groups, etc.  

If your study has NIH funding or plans to apply for a Certificate of Confidentiality, you must include language about the protections and limitations of the Certificate of Confidentiality here. See Purdue IRB Supplemental Consent Language document for this language. 

Who will see the information collected in this research? 

Efforts will be made to limit the use and disclosure of your personal information, including research study records, to people who have a need to review this information. We cannot promise complete secrecy. 

There are reasons why information about you may be used or seen by other people beyond the research team during or after this study.   Examples include:
· Purdue University departments responsible for regulatory and research oversight, the US DHHS Office for Human Research Protections, study sponsors [if funded externally, name the study sponsor]. 
· The US Food and Drug Administration (FDA) [only include if FDA-regulated]
· Collaborating researchers at other institutions who are involved with this study. [include this bullet point ONLY if applicable to your study]

Only the research team will have access to identifiable research records, data, specimens, etc. collected for this research. Your identifiable information will be stored [describe where data will be stored and what methods are in place to protect it]. Your identifiable data will be destroyed (give timeframe).

If your study may lead to the disclosure of information covered by Federal laws relating to harassment, discrimination, or retaliation occurring on Purdue campus, include language in the consent regarding Title IX reporting responsibilities – see the Supplemental Consent Language Document for appropriate consent language regarding Title IX reporting responsibilities.

If your research is probing for or likely to elicit information about child abuse or neglect, then there is additional language that must be included- see the Supplemental Consent Language Document for appropriate consent language regarding Abuse/Neglect reporting responsibilities. All Purdue University employees (including faculty, staff, and student employees) are required by Indiana law and by Purdue policy to report suspected cases of child abuse and/or neglect.

When applicable, explain whether assessment, educational or clinically relevant research results, including individual research results, will be disclosed to participants, and if so, under what conditions. Most tests done in research studies are only for research and have no clear meaning for [developmental, educational, or health care.] If the research results have meaning for your health, the researchers will/will not contact you to let you know what they have found.  

If data or specimens will be retained 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 date or specimens will be retained.

Will I receive payment or other incentive? 

This section is not required unless participants will receive payments, extra credit, or other compensation or incentives for participation in the study.
Explain whether participants will be compensated for participation. Specify the overall amount, schedule of payment(s) and any plan for prorating payments if participant does not complete the study.  

Are there costs to me for participation? 

There are no anticipated costs to participate in this research. 
or
If you choose to participate in this study, there may be costs to you including [identify any costs related to the research that participants may be required to pay (e.g., travel costs, parking, costs of study-related supplies, costs of foods, medicine, or treatments)].

What are my rights as a research participant in this study?

State that participation is voluntary and that refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled. Also indicate that the participant may discontinue participation at any time without any penalty or loss to benefits. 

Example: Research studies include only people who choose to take part. You can tell us that you don’t want to be in this study.  You can start the study and then choose to stop the study later.  This will not affect your relationship with the investigator.

How might the information collected in this study be shared in the future?

We will keep the information we collect about you during this research study for study recordkeeping [and for potential use in future research projects]. 

If the study data contain information that directly identifies participants: Your name and other information that can directly identify you will be stored securely and separately from the rest of the research information we collect from you. 

For longitudinal research studies, include: The researchers [plan to/may] contact you again as part of this research study.

De-identified data from this study may be shared with the research community, with journals in which study results are published, and with databases and data repositories used for research. [If you will collect participant identifiers, include this sentence:] We will remove or code any personal information that could directly identify you before the study data are shared. Despite these measures, we cannot guarantee the anonymity of your personal data.

If you plan to maintain or share identifiable data for unspecified future research, a separate IRB application should be submitted with a protocol, consent and supporting documents (e.g., research registry or repository). 

If the Principal Investigator (PI) of this study would like to provide an option for a participant to be contacted for a future study conducted by this PI, this option can be provided at the end of the consent form with additional signature lines for recontact, and you should include this paragraph here: 
The PI would like to retain your contact information to contact you for future research participation. This information will not be shared with other researchers but will only be retained for potential interest in research with this PI. We will ask for your consent to do so at the end of this form. 

You can be in this current research study without agreeing to future research use of your identifiable information [Delete if there are no plans to share identifiable data]

The results of this study could be shared in articles and presentations but will not include any information that identifies you unless you give permission for use of information that identifies you in articles and presentations.

Who can I contact if I have questions about the study?

If you have questions, comments or concerns about this research project, you can talk to one of the researchers.  Please contact (insert PI name and phone number plus any additional research personnel that participants may need to contact and their contact information. If more than one person is listed, please indicate the first point of contact). 

To report anonymously via Purdue’s Hotline, see www.purdue.edu/hotline 

If you have questions about your rights while taking part in the study or have concerns about the treatment of research participants, please call the Human Research Protection Program at (765) 494-5942, email (irb@purdue.edu) or write to: 
Human Research Protection Program
Purdue University
Seng Liang Wang Hall
516 Northwestern Ave,
West Lafayette, IN 47906
Consent

By signing this consent form, I confirm I have read the information in this consent form and have had the opportunity to ask questions. I will be given a signed copy of this consent form. I voluntarily agree to take part in this study.


	

	
	

	Printed Name of Participant
	
	Date

	


	
	

	Signature of Participant
	
	Date

	


	
	

	Printed Name of Person Obtaining Consent
	
	Date

	


	
	

	Signature of Person Obtaining Consent
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