Campbell University
Informed Consent for Research
Institutional Consent Template – 5/15/2025 Version: 1
IRB Protocol Number: <<Enter Study #>>
IRB Approval Period: <<Approve Date>> - <<Expire Date>>

This template is for minimal risk studies or minimal risk interventions/interactions. 

IRB-required template language is provided in normal text within this template. While changes may be necessary to this language, please reach out to the IRB prior to doing so to ensure changes are acceptable.

This is a fillable document. Instructions and sample language will be provided in content-controlled boxes like this one that will automatically delete when edited. Information in the content-controlled boxes can be used, modified, or deleted as appropriate for your study.

To use or modify information within the content-controlled boxes
Highlight the text box.
Right click on the box and select “Copy”
Right click on “Paste Options” and select “Keep text only.”
The information should change from orange to black and the content box will be removed.
Now the text can be edited as usual in Word.

To delete the box
Highlight the box
Hit delete/backspace on your keyboard

All text should be black before you submit to the IRB.

Delete these instructions before submitting your informed consent form to the IRB.

Campbell University
CONSENT TO PARTICIPATE IN RESEARCH

Study Title

Principal Investigator – Must be faculty or staff at Campbell University. Students cannot be Principal Investigators.
Department
Phone Number
Campbell University 
PO Box Number
Buies Creek, NC 27506

The black box is required by 45 CFR 46. Do not delete the black box. The contents of this box should be approximately 1 page maximum.
Delete these instructions before submitting to the IRB.
	OVERVIEW
Purpose: This research study is being done to Insert 1-2 sentences about research. 
Procedures or Activities: Provide 1-2 sentences on the research design. If participants are to be put into groups explain criteria for selection or the randomization process.
Invasive Procedures/Activities
List invasive procedures or activities or delete this section.
Non-Invasive Procedures or Activities
List non-invasive procedures or activities or delete this section.
Risks: This is a list of the potential risks associated with participating in this research.
List all the potential risks using bullet points.
Time Commitment: The following are the time commitments for each activity: 
List how long each individual interaction will take. For example:
1 visit a week for a total of 5 visits. Each visit is 1 hour long.
1 phone call a day for 7 days. Each call is 30 minutes long.
 List how long each individual interaction will take. For example:1 visit a week for a total of 5 visits. Each visit is 1 hour long. You will be in this study How long is the total active participation.
Benefits: Choose an item. Complete the sentence by providing an explanation on the hoped outcome.
My Other Options: You do not have to join this research study. You may ask the Principal Investigator or study team member if there are any other options available.





CONSENT TO PARTICIPATE IN RESEARCH

[bookmark: _Hlk40347777]This study involves research. Research studies are designed to obtain new knowledge that may help other people in the future. You have the right to discuss this study with another person who is not part of the research team before deciding whether to participate in the research.

What is the purpose of the study?
[bookmark: _Hlk40253625]The purpose of this research study is Provide an overview of why the research is being conducted. This should be written in a terms the layperson would understand. Jargon, acronyms, and abbreviations should not be used.

What you should know about this research study.

The following disclosure is being made to give you an opportunity to decide if this relationship will affect your willingness to participate in this research study. 
List all financial or other relations disclosures in this section using the following example language: 

Dr. John Doe will be paid by the sponsor, Research Sponsorship, for conducting this research study.

OR

This research study is supported by an grant from the National Institutes of Health.

OR

This research study has no financial disclosures.

A total of about Total number of participants anticipated. are expected to participate in this research.

Why am I being invited to take part in this research study?
You are being asked to participate in this study Provide the circumstance and conditions that makes a person eligible for this research. This should be the inclusion and exclusion criteria a person would readily know and/or be required to disclose about themselves prior to signing the consent form.

Do I have to take part in the study?
Your participation in the research study is voluntary. You can decide whether to take part in this research or not. If you do not agree to join, or if you leave the study, you will not be penalized or lose any benefits that you had before starting the research study.

Even if you join this study, you do not have to stay in it. You can stop taking part in this research study at any time. If you want to stop, notify the study team by Provide the detail of how a person notifies the study team. For example: emailing the Principal Investigator at principal.investigator@campbell.edu.  Your decision to stop participating in the research study will have no effect on your current or future relationship with Campbell University or the Principal Investigator.

It is possible that you may be removed from the research study by the researchers if, Provide all reasons why a person may be withdrawn from the research study or delete the sentence if it does not apply.

Choose an item.

What other choices do I have?
Instead of being in this research study, your choices include:
List alternative procedures or interventions that would normally occur OR include the following statement:

Your alternative to participating in this research study is NOT TO participate.

Choosing not to be in this study or to stop being in this study will not result in any penalty to you or loss of benefit to which you are entitled. Specifically, your choice not to be in this study will not negatively affect your right to any present or future services.

You may take as much time as you need to make your choice.

Where is the study going to take place and how long will it last?
Research will take place at Provide the location of all research activities or state if it will be done via videoconference, phone calls, texts, or other remote means. and you will be in the research study for about Provide the total estimated time the participant will be in actively participating in the study including all follow up contact. This study is expected to take Provide the estimated total amount of time the research study will run including data analysis.to complete.

What will I be asked to do?
If you volunteer to participate in this study, you will be asked to do the following:
Provide a detailed list of all research activities. Include the frequency of the activity and the estimated time it will take to complete the activity. Example language for different activities:

You will be randomly, like a flip of a coin, assigned to a group. One group will get the medication, the other group will get a placebo, or sugar pill. Researchers use a placebo to see if the study drug works better or is safer than not taking anything. Neither you nor the researchers will know which group you are in. However, in an emergency, study Principal Investigator can get this information. You will have a 50% chance of being in the medication group.

You will be emailed a questionnaire/survey to complete once a week for the next 3 for weeks. Questionnaires/survey are expected to take about 30 minutes to complete and can be completed on your mobile phone or a computer.

You will be asked to participate in three 60-minute workout sessions at the university gym. These workouts will be supervised and take place once a week for a total of three weeks.

You will have 10mL, about 2 teaspoons, of blood taken twice during this study, once in the first week and once in the second week. The blood will be taken from your arm. The total amount of blood taken for the whole study will be 20mL or about 1 tablespoon.

You will be asked to take part in a focus group. The focus group will be about 1 hour long. This focus group will be video/audio recorded and transcribed to written form without identifying you. The recording will be erased after the video has been transcribed; not longer than 30 days after the session. IF YOU DO NOT WISH TO BE RECORDED, YOU CANNOT PARTICIPATE IN THIS STUDY.

You will be asked to take part in an interview. The interview will be about 1 hour long. This interview will be video/audio recorded and transcribed to written form without identifying you. The recording will be erased after the video has been transcribed; not longer than 30 days after the session. IF YOU DO NOT WISH TO BE RECORDED, YOU CANNOT PARTICIPATE IN THIS STUDY.

You will be asked to download [insert name of research mobile application here]. This mobile application is designed to track your daily activity using GPS.

What are the possible risks and discomforts?
We watch everyone in the study for unexpected problems or side effects.  You need to tell the principal investigator or a member of the study team immediately if you experience any problems or become too upset. 

For each research procedure and/or intervention (e.g., drug administration), describe immediate and long-term physical, psychological, and social risks/discomforts in lay terms. These should be addressed in your research plan/protocol. Describe any actions that will be taken to minimize the risks/discomforts. The following are commonly used descriptions of some potential risk that can be included:

Questionnaires/survey: You may feel that some of the questions we ask are stressful or upsetting. If you do not wish to answer a question, you may skip it and go to the next question, or you may stop immediately. If you become upset, please let us know and we can give information about individuals who may be able to help you.

Physical Activities: Like any physical activity, participating in this study may carry some risks, including muscle soreness, fatigue, minor injuries, or, for those with underlying conditions, more serious risks. 

Blood Draw: The side effects that you might experience as a consequence of donating a blood sample for this study include possible discomfort and bruising at the needle entry site. Rare complications of any venipuncture (drawing blood from a vein) include fainting, arterial puncture, peripheral nerve injury, local infection, and local blood clot. There may be other unanticipated risks, but every precaution will be taken to assure your personal safety and to minimize discomfort. The person drawing your blood will observe you for side effects, but please inform him or her if you experience any discomfort or feel faint.

Focus Groups: In our focus group, even though we will emphasize to all participants that comments made during the focus group session should be kept confidential, it is possible that participants may repeat comments outside of the group at some time in the future. Therefore, we encourage you to be as honest and open as you can but remain aware of our limits in protecting confidentiality. The focus group will be audio/video recorded. IF YOU DO NOT WISH TO BE RECORDED, YOU CANNOT PARTICIPATE IN THIS STUDY.

Interviews: You may feel that some of the questions we ask are stressful or upsetting. If you do not wish to answer a question, you do not have to answer the question, or you may stop immediately. The interview will be audio/video recorded. IF YOU DO NOT WISH TO BE RECORDED, YOU CANNOT PARTICIPATE IN THIS STUDY.

Mobile Applications: Information collected by mobile applications or ‘apps’ is subject to their terms of use, which you should read carefully. Many apps make claims that they are very secure, compliant with federal privacy regulations, and used and tested by other academic centers. However, any mobile app that is downloaded carries potential security risks, and Campbell University cannot guarantee that these mobile apps are free of risk. Some apps may be able to perform hidden functions or may have security flaws that allow unauthorized access to information. We are unable to fully tell you what information these mobile apps are able to access or change on your device (phone/tablet) or what information from your device may be stored outside of Campbell University. You are encouraged to limit personal identifiers you enter into mobile applications (particularly your name, date of birth, address, place of employment, and other details that could allow someone to identify you) only to those that you wish to voluntarily share with others. These apps may send/receive information with other mobile apps, including social networking apps or websites (for example, Facebook). If you give permission for this, the terms of use for those apps/websites apply and you should read them carefully.

It is recommended that you run a current operating system (OS) on your device, review the privacy/security settings often, and restrict any unnecessary access. These applications may run in the background of your device. Mobile apps may have some unanticipated impact on the operations of your device (e.g., battery drainage). If you do not have an unlimited data/text plan, you may incur additional charges. At the conclusion of the study, we will provide you instructions on how to remove the mobile apps from your device.

We are not asking you to make any health decisions based on the use of these mobile apps. YOU SHOULD DISCUSS HEALTHCARE DECISIONS DIRECTLY WITH YOUR HEALTHCARE PROVIDER. 

Another risk may be loss of confidentiality. Every effort will be made to keep your study records confidential including List all efforts to secure all information collected as part of this study such as the use of a password-protected database, VPN network, locked storage cabinet, etc.. However, we cannot guarantee the security of your information. If you have questions, you can talk to the principal investigator. 

Are there any benefits from taking part in this study?
This study Choose an item., but we hope the information from this study will Describe the hoped outcome of the study.

Will I be paid for being in the study?
Explain in detail any payment in any way the person may expect including vouchers for parking, food, etc. Explain exactly how much in total will be paid, how the payments will be dispersed and if money will be prorated should a person withdraw early.

If the person is to be paid directly by Campbell University you must include the following statement:

To pay you, we need your social security number. Any payment may be reportable as income on your taxes.

If the person will not be paid include the following statement:
There is no payment for being in this study.


Include the following if potential participants may include Campbell University students or employees. Otherwise delete this section.

What if I am a Campbell University student or employee?
Taking part in this research is not a part of your job duties or student requirements and refusing will not affect your job or student status. You will not be offered or receive a special job related or academic consideration if you take part in this research.

Permission to access, collect, use Personal Identified Information (PII)

What personal information will be collected and used for this study?
To be in this research study, the study team needs your permission to access, collect and use some of your personal information. IF YOU SAY NO, YOU CANNOT BE IN THIS STUDY. This information may come from questions we ask, forms we ask you to fill out, as described below. We will only collect and use information needed for the study. We cannot promise complete privacy and confidentiality. Organizations that may inspect and copy your information including but not limited to the Campbell University IRB, The Department of Health and Human Services, the FDA, the Department of Education.

Include the following if PII will be shared with other institution(s). List the institution and the Principal Investigators at the institution. Otherwise delete this section.

Your information will also be shared with the following person(s) and institution(s).

If this study collects information covered by the Family Educational Rights and Privacy Act (FERPA) include the following statement. NOTE: You must list specific records that will be collected as part of this study to include grades, GPA, entrance score, etc. Otherwise delete this section.

To be in this research study, the principal investigator needs your permission to access, collect and use some of your educational records which is protected by the Family Education Rights Privacy Act (FERPA). If you say no, you cannot be in the study. The only information that is to be released under this consent is:

Please be aware that under the Protection of Pupils Right Act 20 U.S.C. Section 1232(c)(1)(A), you or your parents have the right to review a copy of the questions asked of or materials that will be used with you or your students. If you would like to do so, you should contact the Principal Investigator listed at the top of this consent form to obtain a copy of the questions or materials.

You can find more information about Campbell University’s FERPA policy here:
https://assets.campbell.edu/wp-content/uploads/2024/04/Campbell-University-Final-FERPA-Statement-2024-remove-religious-denomination.pdf.

[bookmark: _Hlk40253912]How will my PII be used?
Only the Principal Investigator’s Name and authorized staff will have access to your PII. Once all personal identification is removed your PII Choose an item. be used for future research or distributed to another investigator for future research without additional informed consent from you or your legally authorized representative. The information might also be used or released for other purposes without asking you. Results of the study may be present in public talks or written articles, but no information will be presented that identifies you.

What are the risks of sharing this information?
One risk of taking part in a research study is that more people will handle your personal collected for this study. The study team will make every effort to protect the information and keep it confidential, but it is possible that an unauthorized person might see it. If you have questions, you can talk to the principal investigator about whether this could apply to you.

How long will you keep the information for this study?
If you sign this form, we plan to keep your information State how long the information will be kept. The minimum is 3 years. If indefinite, state this. This must match what was provided to the IRB in the research plan. in case we need to check it again for this study.

Will I be given information about this project?
If we learn any important new information [about the intervention] that might change your mind about being in the project, we will tell you about it right away. You can then decide if you want to stay in the project.

Choose an item.

What if I have questions?
For question or concerns about the study, you may contact Name of Contact at Phone Numberor Email. For questions regarding the rights of research subjects, any complaints, or comments regarding the manner in which the study is being conducted, contact the Campbell Research Subject Advocate at by emailing at irbadmin@campbell.edu or calling 910-893-7780.


CONSENT TO PARTICIPATE IN THE STUDY

By signing my name below, I confirm the following:

· I have read (or had read to me) this entire consent document. All of my questions have been answered to my satisfaction.
· The study’s purpose, procedures, risks, and possible benefits have been explained to me.
· I agree to let the study team use and share the personal identified information and other information gathered for this study.
· I voluntarily agree to participate in this research study. I agree to follow the study procedures as directed. I have been told that I can stop at any time.
IMPORTANT: You will receive a signed and dated copy of this consent form. Please keep it where you can find it easily. It will help you remember what we discussed today.

You must include the signature line for the Participant and the Person Obtaining Consent. The collection of date or date and time must be consistent for all signatures.
Only include the following signature lines for a Legally Authorized Representative and/or a Witness if your study allows. The use of a Legally Authorized Representative and/or a Witness must be justified in the Research Plan. NOTE: Parental consent is not considered a Legally Authorized Representative.
Delete these instructions and any signature lines that are not needed before submitting to the IRB.
	


	
	
	
	

	Participant’s Name
Please Print
	
	Participant’s Signature
	
	Choose an item.


	


	
	
	
	

	Name of Legally Authorized Representative
Please Print
	
	Signature of Legally Authorized Representative
	
	Choose an item.


	


	
	
	
	

	Name of Witness
Please Print
	
	Signature of Witness
	
	Choose an item.
	
	
	
	
	

	Rationale for Use of Witness
     Subject has limited/no literacy

     Subject has limited English proficiency

     Subject has limited/no vision

	
	
     
     Sponsor requirement

     Other ____________________________




	
	
	
	
	

	Name of Person Obtaining Consent
Please Print
	
	Signature of Person Obtaining Consent
	
	Choose an item.
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OVERVIEW   Purpose : This  research  study   is being done to  Insert 1 - 2 sentences about research.    

