Informed Consent for Research Involving Human Subjects

Instructions:
Informed consent is needed to provide potential subjects or their legally authorized representatives with the information necessary for them to decide about taking part in research. 

Informed consent documents must be organized to help comprehension and should be written in plain language and at an 8th grade reading level for the general population. 

DO NOT copy technical or field-specific language from the IRB application or a grant.

For more information on plain language go to http://www.plainlanguage.gov/.

1) The purpose of this template is to help investigators and other research personnel in creating informed consent documents and to help consistency and accuracy of informed consent language between human subject research protocols.

2) This template is intended to be a guide. All the elements required by Federal and Institutional statute are included. It is advised that all investigators follow this format, order and language provided in the consent template.

3) Required fill-ins and instructions are blue; bold headings and plain text show required language. Please remove all italicized or non-relevant text, or boxes (   ) prior to submission.
Please remember to proofread. 

4) What is included here is a consent document, designed for adults. 

5) For children (under 18), assent needs to be obtained as well as parental permission from the parent(s) or guardian(s). 

6) If you are using Video or Audio Recordings of subjects in your research, you must clearly say each of the following in your Informed Consent Document:

1. Who will have access to the recordings?
2. Where will the recordings be stored?
3. What will happen to the recordings after the project has ended?
4. How will the recordings be used in data analysis?

If your document does not address all these items, the IRB will return the forms for revisions.

7) Please refer to the Guidelines for Informed Consent Forms for added guidance. 

Informed Consent for Research Involving Human Subjects

8) This document should be submitted as a Word document. Upon approval the form will be stamped and converted into a pdf. 

Project Title: 
Principal Investigator: [Name, credentials, institutional affiliation]
Faculty Advisor: [Name, credentials, institutional affiliation]
UTEP Department: [enter department]
Project Sponsor: [if any]
	Include Co-PI in PI space if applicable.
Include Faculty Advisor information if you are a student.
Include the full name of the Project Sponsor. If there is no Sponsor, delete the item.



In this consent form, “you” always means the study subject. If you are a legally authorized representative, please remember that “you” refers to the study subject.

Introduction
You are being asked to voluntarily take part in the research project described below. You are encouraged to take your time in making your decision. It is important that you read the information that describes the study. Please ask the study researcher or the study staff to explain any words or information that you do not clearly understand.
Why is this study being done?
	Include a description of the purpose of the study and any necessary background information about why you are conducting the study. Use lay language (the non-technical meanings and descriptions), rather than field-specific terms (ex: use “weakness” instead of “asthenia”). 


The purpose of this study is to [insert expanded explanation or purpose of study].
Important Information about this Research Study 
	[bookmark: _Hlk145331091]Supply a brief and focused outline of key information that is most likely to help potential subjects understand and decide whether to take part in the proposed study (include ONLY 1-2 sentences per bullet).



Things you should know:
•	To take part, you must be [briefly describe eligibility criteria]
•	If you choose to take part, you will be asked to [do what, when, where, and how]. This will take [period of time].
•	Risks or discomforts from this research include [briefly describe most likely risks or that the risks involved are not greater than everyday life].
•	The possible benefits of this study include [supply a description of potential benefits or state that there is no direct benefit for taking part in this study].
•	Taking part in this research study is voluntary. You do not have to take part, and you can stop at any time.

More detailed information is described later in this form. Please take time to read this entire form and ask questions before deciding whether to take part in this research study.
[bookmark: _Hlk180489179]What is involved in the study?
Approximately, [enter number of study participants] will be enrolling in this study [“at/in”] [insert study location, such as UTEP, the El Paso and surrounding community, MTurk, etc.]. If this is a multicenter trial, enter the total number of people enrolled at the total number of sites.

If you decide to enroll in this study, your involvement will last about [enter the length of the study (how many minutes, hours, days, weeks, months, years) for a single subject. List frequency (one-time, multiple sessions, to include follow-up), scheduling, and time commitment of each visit and/or research task.]

If you agree to take part in this study, you will be asked to [Describe ALL procedures (surveys, interviews, focus groups, blood draws, etc.] that will take place in chronological order (what, when, where how). Audio/video recording should be addressed, if applicable.] 

	[bookmark: _Hlk145337568]Include in this section a description of the study procedures explained from the participant’s perspective. It is recommended that bullet points are used to help comprehension and clarity, for example:



•	[Task One]: [Description of task (survey, interview, etc.)], [Amount of Time]
•	[Task Two]: [Description of task], [Amount of Time]

	For studies with multiple visits and components, it is recommended to include tables, figures, or graphics to help understanding with the participant and what they are being asked to do. 
	
Include only information about the research activities in this study, not activities that would be done for usual care or other purposes (e.g., normal education, standard clinical care, quality improvement) regardless of participation in the study. 

If the study involves the collection of sensitive information or questions that might be upsetting, it is recommended to include examples of the type of questions that will be asked or describe the sensitive topic areas.



	[bookmark: _Hlk146012416]If the study involves randomization, include the following: 



You will be randomly assigned (like the flip of a coin) to receive either [include details for arm 1 and arm 2 as applicable]. You have a [in #] chance of receiving the [study drug, treatment, etc.]. 

	If the study involves deception, include one of the following: 


Option 1: If you agree to participate, you will be unaware and/or misled regarding the true nature and/or purpose of this study. However, at the end of the study, you will be de-briefed and given the opportunity to provide re-consent which would allow your data to be used by the research team or you may choose not to provide re-consent and remove your data from the study with no repercussions.
Option 2: The purpose of this study is [describe purpose]. All elements of this study have not been fully explained. We will fully explain the research after all participants finish the study.
Option 3: We have described the general nature of what you will be asked to do, but the full intent of the study will not be explained to you until after [your participation OR all participants complete the study]. At that time, we will give you more information about the study and an opportunity to ask questions.
Option 4: Due to the nature of the study, we are not able to disclose the purpose of this research at this time. However, we will hold a debriefing session to answer questions and tell you about the study after your participation.
What are the risks and discomforts of the study?
	Include in this section a description of all reasonably foreseeable risks and discomforts the participants might experience. It is not acceptable to say that there are no risks (e.g., for projects that are minimal risk to no risk, the PI may include verbiage that there may be more risks that the research team is not aware of at this time). Use lay language (the non-technical meaning), rather than a field-specific term (ex: use “weakness” instead of “asthenia”). 



There are some risks you might experience from being in this study. They are [describe specific risks, to include physical and non-physical, and say what the study team will do to minimize those risks]. 

The researchers will let you know about any significant new findings (such as more risks or discomforts) that might make you change your mind about taking part in this study.

For minimal risk studies: This study is minimal risk such that the risks associated with this research are no greater than those involved in daily activities. 

If applicable, state: The study may include risks or discomforts that are unknown at this time.

If interactions are confidential (e.g., face to face, collection of identifiers, etc.) include There is a potential loss of privacy and confidentiality due to the nature of the research. The data may be anonymized by removing identifiers and the researcher will not re-identify the data.

The researcher may decide to stop your participation without your permission, if he or she thinks that being in the study may cause them harm, AND list other reasons that the study may be stopped.

What should you know about genetic research? 
	Remove entire section if not applicable.

This section is study-specific and only applies to the generation, use, or analysis of bio-specimens and/or genetic information. Delete this section if not applicable to the study.

If the study involves use of bio-specimens and/or genetic research, explain what genetic information is, to include how it will be used, generated, or obtained. For example: Your genes are made up of DNA which is short for deoxyribonucleic acid. Genes or DNA have information that figures out which traits such as eye color, height, or disease risk, are passed on from parent to child.



The samples collected during this research may have genetic information extracted from them. We [do/do not] plan on sequencing your whole genome from this sample. 

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information that we get from this research.
· Health insurance companies and group health plans may not use your genetic information when making decisions about your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information that we get from this research when deciding whether to hire, promote, or fire you or when setting the terms of your employment. 
All health insurance companies, group health plans, and all employers with 15 or more employees must follow this law.
Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, nor does it prohibit discrimination based on a genetic disease or disorder that you already know about.

What will happen to the samples and/or information we collect from you? 
	[bookmark: _Hlk145599473]Remove entire section if not applicable.

If it is possible that researcher will share information and/or bio-specimens in an identifiable or coded format, such as with other researchers, a biobank or repository, one of the following must be included:



As part of this study, we will collect [describe samples or data being collected].
What will happen if I am injured in this study? 
	[bookmark: _Hlk145338991]Required for greater than minimal risk only. Remove entire section if not applicable.


The University of Texas at El Paso and its affiliates do not offer to pay for or cover the cost of medical treatment for research related illness or injury. No funds have been set aside to pay or reimburse you in case of such injury or illness. You will not give up any of your legal rights by signing this consent form. You should report any such injury to (put the principal investigator's name and phone number here) and to the UTEP Institutional Review Board (IRB) at (915-747-6590) or irb.orsp@utep.edu. 
Are there benefits to taking part in this study?
	[bookmark: _Hlk145592383]Financial or grade compensation (extra credit) should not be referred to in this section-refer to “Will I be paid?”



You [“are not likely to/might”] benefit from being in this study because [insert details such as educational or informational benefits].

[OR] 

Although you will not directly benefit from being in this study, others might benefit because [insert details].  
Who is paying for this study? 
	Required for funded studies only. Remove entire section if not applicable.



Internal Funding (to include self-funded):
Funding for this study is provided by UTEP Department of [enter the department or UTEP grant]

External funding:
UTEP and [list the names of the investigators] are receiving funding from [list the name of the sponsor or organization] to conduct this study. 
What are my costs?
If you choose to take part in this study, there are no direct costs. 

[OR]

If you choose to take part in this study, you will be responsible for [list all costs, if any, subjects will have to pay (such as parking)].
Will I be paid to take part in this study?
You will receive [insert payment, reimbursement, or “extra credit/SONA credit”]. [Provide specifics: $10 cash, $10 (type of) gift card, 10 points of extra credit, 0.5 SONA credit].

	Any payments (cash or gift card) made by UTEP personnel must be reported to VPBA.



For reporting purposes, in accordance with UTEP policies, you may be required to provide personal information to the Primary Investigator (PI) to receive cash or gift cards from UTEP. This information is not a part of your research data and will be shared only with the applicable UTEP office for business purposes. UTEP is required to report an amount, or combination of amounts, of $600 USD or more to the Internal Revenue Service.

Payments will occur [explain disbursement/conditions of payment]. [Include circumstances, if any, where partial or pro-rated payment or no payment may occur].  

	[bookmark: _Hlk145598909]It is recommended that you describe the payment schedule in a table or graph format.



[OR]

You will not receive any type of payment for your participation.
What other options are there?
Taking part in this study is voluntary. You have the right to choose not to take part in this study. If you do not take part in the study, there will be no penalty or loss of benefit.
Your decision to participate will not affect your relationship with The University of Texas at El Paso [add as applicable: and your school, organization, your doctor, or healthcare facility, etc.]. 

If research involves students: Choosing to withdraw or not take part will not affect your grades, class, or university standing. 

If research involves faculty/staff: Choosing to withdraw or not take part will not affect your employment, departmental, or university standing.

You will not lose any benefits or rights you already had if you decide not to take part. Even if you decide to be part of the study now, you may change your mind and stop at any time. You do not have to answer any questions you do not want to answer. 
If you choose to take part, you have the right to skip any questions or stop at any time. However, we encourage you to talk to a member of the research group so that they know why you are leaving the study. If there are any new findings during the study that may affect whether you want to continue to take part, you will be told about them. 
The researcher may decide to stop your participation without your permission, if he or she thinks that being in the study may cause you harm, AND list other reasons that the study may be stopped. 
If you decide to withdraw before this study is completed, [supply details about disposition of data]
Who do I call if I have questions or problems?	
You may ask any questions you have now. If you have questions later, you may call insert study contact(s) at insert office phone number and email address.
If you have questions or concerns about your participation as a research subject, please contact the UTEP Institutional Review Board (IRB) at (915) -747-6590 or irb@utep.edu.
Please reference the protocol title and PI found at the top of this document.
How will we protect your information?
	[bookmark: _Hlk145599148]Describe the way confidentiality of records naming the subject will be kept. Use words to the following effect, if appropriate:


Your part in this study is confidential. The following procedures will be followed to keep your personal information confidential. [List procedures]
	If research involves the collection of identifiable information or bio-specimens, include the following statement as applicable:



Option 1: Your information or bio-specimens may be shared with other researchers for future research studies. The information or bio-specimens may include information that can directly identify you. Researchers [“will/will not”] contact you for additional permission to use this information.

Option 2: We will share your data or samples with other researchers for future research studies. The data or samples shared with other researchers will not include information that can directly identify you.

Option 3: The information or bio-specimens that we will collect from you will not be shared with any other researchers.

Option 4 (include only if data will be added to a registry/repository): 
If you agree, we plan on sharing your information and bio-specimens with other researchers who, in turn, may share your information or bio-specimens with additional researchers. The data shared with other researchers may include information that can directly identify you. Researchers [“will/will not”] contact you for additional permission to use this information.
The results of this research study may be presented at meetings or in publications; however, your name will not be shown in those presentations.
	[bookmark: _Hlk145599618]Or, if the study involves information that legally must be reported to government agencies, then include the following:


Every effort will be made to keep your information confidential. Your personal information may be shown if required by law. 
Organizations that may inspect and/or copy your research records for quality assurance and data analysis include, but are not necessarily limited to:
· The sponsor or agent for the sponsor, if applicable
· Office of Human Research Protections
· UTEP Institutional Review Board
Because of the need to release information to these parties, absolute confidentiality cannot be guaranteed. 
All records will be [Describe who may have access to the data, how data are to be maintained, stored, and how long data/records may be kept e.g., 3 years, 5 years, 10 years, indefinitely]. NOTE: As per federal regulations, data must be retained for a MINIMIUM of 3 years after the completion of the study.

	[bookmark: _Hlk146016647]If you are using Video or Audio Recording in your research, you must clearly state each of the following:



1. Who will have access to the recordings?
2. Where the recordings will be stored?
3. What will happen to the recordings after the project has terminated?
4. How will the recordings be used in data analysis?

What should you know about this study as a Clinical Trial?  
	[bookmark: _Hlk178661847]Remove entire section if not applicable.
All clinical trials, regardless of funding, must be registered on clinicaltrials.gov. If the study is reviewed and qualifies as a clinical trial, the language below will be added administratively.



A description of this study 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.

Mandatory reporting
	If your project is NIH-funded and collects identifiable, sensitive information, it will be covered by a Certificate of Confidentiality (CoC) –or– if you will apply for a CoC for non-NIH-sponsored research collecting health-related, identifiable, sensitive information, insert the following language:



To help us protect your privacy we have obtained [or insert: will apply for] a Certificate of Confidentiality from the National Institutes of Health. With this Certificate, the researchers cannot be forced to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings. The researchers will use the certificate to resist any demands for information that would identify you, except as explained below. The certificate cannot be used to resist a demand for information from personnel of the United States Government that is used for auditing or evaluation of federally funded projects or for information that must be disclosed to meet the requirements of the federal Food and Drug Administration (FDA). 
A Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research. If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.
	[bookmark: _Hlk145599649]Texas law requires the reporting of suspected abuse or neglect. If there is a reasonable chance that information may be elicited concerning child or elder abuse or neglect, or potentially dangerous future behavior to others as part of the research protocol, the following disclosure must be made:



Under certain situations, we may break confidentiality. Texas law requires that the disclosure of child or elder abuse, neglect, or potentially dangerous future behavior to yourself or others, be reported to the proper authorities. If during the study we learn about this information, we will report it to the appropriate authorities including the police and/or the Texas Department of Family and Protective Services, and/or an emergency medical facility.

	Title IX requires the following if it is likely the research may reveal reportable incidents (e.g., sexual assault, sexual harassment, dating violence, and/or stalking): 



Texas Education Code, Chapter 51, Subchapters E-2, and E-3, requires reporting incidents of sexual assault, sexual harassment, dating violence, or stalking committed by or against a person who was a student enrolled at or an employee of UTEP at the time of the incident. However, the researchers working on this study have been designated as confidential employees. This means that if we learn about any incidents of sexual assault, sexual harassment, dating violence, or stalking, we are only required to report the type of incident reported and the date we learn about the incident. We will not report any information that could identify you.

Authorization Statement (General)
I have read each page of this paper about the study (or it was read to me). I will be given a copy of the form to keep. I know I can stop being in this study without penalty. I know that being in this study is voluntary and I choose to be in this study. 

______________________________________________
Participant’s Name (printed)
______________________________________________	______________
Participant’s Signature					Date
______________________________________________	______________
Signature of Person Obtaining Consent		Date


	If you are using multiple authorization statements, use only one signature line. Remove Future Data and/or Deception sections if not applicable.



Authorization Statement (Future Data Use)
I am aware that my information or bio-specimens may be shared with other researchers for future research studies. PI’s wishing to store specimens for future study-related use, use A/V recordings in the future for education purposes, etc. can add more verbiage. Include if the data will be de-identified or not and if future researchers may contact participants based on the option(s) chosen in “How will we protect your information”.
______________________________________________
Participant’s Name (printed)
______________________________________________	______________
Participant’s Signature					Date
______________________________________________	______________
Signature of Person Obtaining Consent		Date

Authorization Statement (Deception)
Option 1: I have read each page of this paper about the study (or it was read to me). I will be given a copy of the form to keep. I know I can stop being in this study without penalty. I am aware and understand that if I agree to participate in this study that I will be unaware and/or misled regarding the nature and/or purposes of this study. I understand that I will be de-briefed regarding the study’s true nature and/or purpose of this study and be given the opportunity to either re-consent to allow for use of my data or decline to re-consent in which my data will be destroyed with no repercussions. I know that being in this study is voluntary and I choose to be in this study. 
Option 2: I have read each page of this paper about the study (or it was read to me). I will be given a copy of the form to keep. I know I can stop being in this study without penalty. I am aware and understand the purpose of this study. I understand elements of this study have not been fully explained. I understand the research will be explained fully after all participants finish the study. I will be given the opportunity to either re-consent to allow for use of my data or decline to re-consent in which my data will be destroyed with no repercussions. I know that being in this study is voluntary and I choose to be in this study. 
Option 3: I have read each page of this paper about the study (or it was read to me). I will be given a copy of the form to keep. I know I can stop being in this study without penalty. I understand the general nature of what I will be asked to do, but the full intent of the study will not be explained to me until after [I OR all participants complete the study]. At that time, I will get more information about the study and an opportunity to either re-consent to allow for use of my data or decline to re-consent in which my data will be destroyed with no repercussions. I know that being in this study is voluntary and I choose to be in this study.
Option 4: I have read each page of this paper about the study (or it was read to me). I will be given a copy of the form to keep. I know I can stop being in this study without penalty. I understand that, due to the nature of the study, the purpose of this research has not yet been disclosed. However, I will be debriefed after my participation and given an opportunity to either re-consent to allow for use of my data or decline to re-consent in which my data will be destroyed with no repercussions. I know that being in this study is voluntary and I choose to be in this study. 
|_|  Yes, I agree to participate in this research project.
|_|  No, I do not agree to participate in this research project. 

______________________________________________
Participant’s Name (printed)
______________________________________________	______________
Participant’s Signature					Date
______________________________________________	______________
Signature of Person Obtaining Consent		Date
Please be sure to remove all the instructional language, including the instructional page, from the document prior to uploading the form for review. 
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