INFORMED CONSENT TEMPLATE

[bookmark: _GoBack]NOTES ON THIS TEMPLATE: 
· THIS TEMPLATE INCORPORATES THE EIGHT REQUIRED ELEMENTS OF INFORMED CONSENT, AS PER FEDERAL REGULATIONS. IT SHOULD BE MODIFIED, AS NEEDED, FOR YOUR STUDY.
· NOT ALL STUDIES INVOLVING HUMAN PARTICIPANTS REQUIRE SIGNED CONSENT. IN CERTAIN SITUATIONS, VERBAL CONSENT MAY BE MORE APPROPRIATE AND/OR SUFFICIENT. CONTACT IRB COORDINATOR FOR QUESTIONS CONCERNING CONSENT PROCEDURES.
· INFORMED CONSENT DOCUMENTS AND PROCEDURES SHOULD BE THOUGHTFULLY CRAFTED GIVEN THE CHARACTERISTICS OF THE POPULATION BEING RECRUITED. PLEASE GIVE THOUGHT TO THE READING LEVEL AND LANGUAGE FLUENCY OF PARTICIPANTS BEFORE DESIGNING PROCEDURES THAT WILL BE USED TO INFORM PARTICIPANTS ABOUT THE STUDY AND OBTAIN VOLUNTARY CONSENT.
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Informed Consent to Participate in Research
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[bookmark: Text2]Expires:      
Name of Funding Agency (if applicable):      


Title: [insert title of study]

Introduction
The purpose of this form is to provide you information that may affect your decision as to whether or not to participate in this research study. The person performing the research will answer any of your questions. Read the information below and ask any questions you might have before deciding whether or not to take part. If you decide to be involved in this study, this form will be used to record your consent.

Purpose of the Study
You have been asked to participate in a research study about [insert general statement about study]. The purpose of this study is [explain the research questions and purpose in lay/simplified language].  

NOTE: For studies registered on ClinicalTrials.gov you must include the statement:
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.



What will you be asked to do?
If you agree to participate in this study, you will be asked to [Use bullet points to explain tasks and procedures including details about completing surveys, interviews, tests, and/or focus groups as applicable]. This study will take [insert length of time for participation, frequency of procedures or any other applicable information] and will include approximately [insert number of study participants] study participants. 

NOTE:
If the study involves identifying a health concern and/or an intervention to address a health concern, include the following statement: This is a research study and, therefore, not intended to provide a medical or therapeutic diagnosis or treatment. The intervention provided in the course of this study is not necessarily equivalent to the standard method of prevention, diagnosis, or treatment of a health condition.
For studies that involve invasive procedures using aseptic techniques, include the following statement: Aseptic technique includes sterile and/or disposable equipment (e.g., blood collection apparatus) and adherence to standard medical precautions.

Note: If participants will be audio/video recorded include this statement:
Your participation [will or may] be [audio/video] recorded.  

What are the risks involved in this study?
NOTE: If risks are minimal include the statement: There are no foreseeable risks to participating in this study.

If risks are greater then minimal include the statement:
This [treatment, procedure, intervention or describe other] may involve risks that are currently unforeseeable. Possible risks associated with this study are [explain risk, including the likelihood of the risk occurring].  

What are the possible benefits of this study?
Note: If the study has direct benefits (monetary compensation cannot be categorized as a benefit) include this statement:
The possible benefits of participation are [insert benefits that maybe reasonably expected]. 

If the study does not have direct benefits to the research participant, include this statement: You will receive no direct benefit from participating in this study; however, [explain benefits to society]. 

Do you have to participate?
No, your participation is voluntary. You may decide not to participate at all or, if you start the study, you may withdraw at any time. Withdrawal or refusing to participate will not affect your relationship with __________________ (name of Institution) in anyway. 

If you would like to participate [insert instructions for the return of the signed forms]. You will receive a copy of this form.
 
If the participants are prisoners include the following statement: 
Your participation in this research study will have no effect on your parole or probation.

What are the alternatives to participating in this research?
NOTE: For studies that are not greater than minimal risk and are not HHS funded, this element may be omitted.

Will there be any compensation?
NOTE: If the study does not provide compensation include this statement:
You will not receive any type of payment participating in this study. 

If there is compensation include the following statements:
You will receive [insert payment, reimbursement, or participation credit]. Payments will occur [explain disbursement/conditions of payment]. [Include circumstances, if any, where partial payment or no payment may occur]. 

[If monetary gifts or gift cards are used include the statement “You will be responsible for any taxes assessed on the compensation.”] 

What if you are injured because of the study? 
NOTE: If there are no potential risks for physical injury, do not include this section.

If there is potential the following statements may be used:

1. If the study involves physical risk, assess the risk and add a statement such as: “The Institution has no program or plan to provide treatment for research related injury or payment in the event of a medical problem. In the event of a research related injury, please contact the principal investigator.” 

2. If emergency treatment for research-related injuries is arranged by (for example) having a medical doctor available for emergency treatment, it should be clearly stated. However, a statement for extended care should be put into the consent form, such as, “The Institution has no program or plan for continuing medical care and/or hospitalization for research-related injuries or for financial compensation.” 

3. If all of the participants are students at the Institution, it may or may not be appropriate to state, “If injuries occur as a result of study activity, eligible Institution students may be treated at the usual level of care with the usual cost for services at the _____________, but the Institution has no program or plan to provide payment in the event of a medical problem.”

How will your privacy and confidentiality be protected if you participate in this research study?
Your privacy and the confidentiality of your data will be protected by [Describe how participant privacy and confidentiality of participant data will be accomplished and maintained.].  [If the study will collect anonymous data describe how participant anonymity will be accomplished and maintained].  

If it becomes necessary for the Institutional Review Board to review the study records, information that can be linked to you will be protected to the extent permitted by law. Your research records will not be released without your consent unless required by law or a court order. The data resulting from your participation may be made available to other researchers in the future for research purposes not detailed within this consent form. In these cases, the data will contain no identifying information that could associate it with you, or with your participation in any study.

NOTE: If audio/video recordings will be made include the following statements:

If you choose to participate in this study, you [will be/may choose to be] [audio and/or video] recorded. Any [audio and/or video] recordings will be stored securely and only the research team will have access to the recordings. Recordings will be kept for [insert length of time] and then erased. 


What should you know about the collection of genetic information?
NOTE: If the research is not collecting genetic information, do not include this section.  

If the research collects genetic information the following must be included:
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 regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

All health insurance companies and group health plans must follow this law by and all employers with 15 or more employees must follow this law.

Be aware that this 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 on the basis of a genetic disease or disorder that you already know about.

By signing the consent form, you acknowledge that you have voluntarily donated your [indicate type such as blood, saliva, etc] specimen to the Institution for research purposes. The Institution has no plans to compensate you for any commercial uses of the products that may be derived from the specimen. The Institution will maintain ownership of the specimen.

Whom to contact with questions about the study? 
Prior, during or after your participation you can contact the researcher [INSERT NAME HERE] at [PHONE NUMBER] or send an email to [EMAIL ADDRESS] ] for any questions or if you feel that you have been harmed. 
NOTE: Only include this statement if the study is Expedited or Full Board: 
This study has been reviewed and approved by The Institution Institutional Review Board and the study number is [STUDY NUMBER].



Whom to contact with questions concerning your rights as a research participant?
For questions about your rights or any dissatisfaction with any part of this study, you can contact, anonymously if you wish, the Institutional Review Board by phone at (512) 206-5730 or email at abigail.cameron@dshs.state.tx.us. 

Participation
	If you agree to participate [insert instructions for returning the signed forms].

Signature 
You have been informed about this study’s purpose, procedures, possible benefits and risks, and you have received a copy of this form. You have been given the opportunity to ask questions before you sign, and you have been told that you can ask other questions at any time. You voluntarily agree to participate in this study. By signing this form, you are not waiving any of your legal rights.

NOTE: Include the following if recording is optional: 
______  I agree to be [audio and/or video] recorded.
______  I do not want to be [audio and/or video] recorded.

_________________________________
Printed Name 

_________________________________				_________________
Signature	Date

As a representative of this study, I have explained the purpose, procedures, benefits, and the risks involved in this research study.

_________________________________					
Print Name of Person obtaining consent					


_________________________________				_________________	
Signature of Person obtaining consent					Date
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