
[bookmark: _GoBack]Informed Consent Document Template and Guidelines
Instructions for using this form: The below template for developing an informed consent document to use in your research study is meant to provide structure and guidance to the process, not to serve as your exact informed consent document.
For the purposes of this document, guidelines within the template will be provided in italics. If this document is used to develop your informed consent form, please remember to delete the italicized instructions and insert your specific information.

Source: National Institutes of Health, updated February 2023


Informed Consent Form
(name of institution)

Title of Project: 	

Principal Investigator: 

Other Investigators:

Participant’s Printed Name:	[Print participant name] 
[bookmark: _Toc383531799]The Introductory Paragraph
[bookmark: _Toc383531800]Example Introductory Paragraph:

We invite you to take part in a research study (title) at (location/institution), which seeks to identify/better understand (explanation of study goal for participants). Taking part in this study is entirely voluntary. After reading through this form, we urge you to ask and discuss any questions you may have about this study. 

[bookmark: _Toc383531801]Section 1.	Purpose of the Research

This section is required in all consent forms. It focuses on explaining to the participant why they were asked to participate in the study and the purpose of the research study. 

[bookmark: _Toc383531802]Example Section 1: Purpose of the Research 

You are being offered the opportunity to take part in this research study because (state why the individual was selected, e.g., condition, age, or healthy volunteer).

This research study is being done to find out……..

OR
The purpose of this research is to…… 

OR

The purpose of this research study is to obtain information on the safety and effectiveness of (name of drug, device, etc.).

Approximately (number) people will take part in this research (nationwide or worldwide) and about (number) people are expected to take part at (your institution).

[bookmark: _Toc383531803]Section 2.	 Procedures 

This section is required in all consent forms. It outlines the procedures of the study and explains exactly what will happen to the individual should they choose to take part in the study. It should clearly identify what parts of the procedure, if any, are experimental. 

[bookmark: _Toc383531804]Section 3.	 Time Duration of the Procedures and Study

This section is required in all informed consent forms. The purpose of this section is to clearly outline the time commitment a participant is committing to in choosing to take part in the study. 

[bookmark: _Toc383531805]Example of a Time Duration Section: 

If you agree to take part in this study, your involvement will last approximately (give length of time of participation, number of sessions, length of time, session time in minutes approximately). 

[bookmark: _Toc383531806]Section 4.	 Discomforts and Risks

This section is required in all informed consent forms. For certain research studies, it may suffice to say that there are no know risks associated with the research. However, in most studies, this section will outline in lay terms what risks or discomforts may be associated with each procedures or drug administered. List by regimen the physical and nonphysical risks of participating in the study in percentages and numbers whenever possible. Nonphysical risks may include such things as the inability to work, potential anxiety related to the sensitive nature of the questions asked, etc. List the known human experiences related to the treatment and procedures involved, including bruising or discomfort from blood draws, as well as any relevant animal data. 

[bookmark: _Toc383531810]Section 5.	 Potential Benefits

This section must be in all informed consent forms. However, the way it is included may vary depending on the type of research.  The purpose of this section is to describe the benefits of participating for the subject and for others. The following should be included in this section:
· This section should address two parts: 1) potential benefits to the participant; and 2) potential benefits to others. The two ideas can be integrated, but for the purposes of the example below, they have been separated into separate paragraphs. 
· NOTE: Payment given to the subject for participation in the study is not a benefit, it is a compensation for subject’s time and any expenses that s/he could incur as a result of participation in the study, and should not be included in this section. 

[bookmark: _Toc383531811]Example of Possible Benefits Section: 

[bookmark: _Toc383531812]Possible benefits to the participant:

(For clinical research studies where direct benefit is possible) The possible benefit you may experience from the (research drug/device/procedure) described in this research includes (list any benefits that may be reasonably expected). However, there is no guarantee that you will benefit from being in this research.

(For research with no direct benefit) You will not benefit from taking part in this research study.
 
[bookmark: _Toc383531813]Possible benefits to others: 

(Address potential benefits to others) The results of this research may guide the future treatment of or knowledge about…

[bookmark: _Toc383531814]Section 6.	Statement of Confidentiality

This section is required in all informed consent forms. This section must outline how all confidential information and or materials will be treated, stored, and maintained and for what lengths of time, as well as how materials will be disposed of at the end of the study period. Privacy and confidentiality measures must be addressed in this section. 

[bookmark: _Toc383531815]6a. Privacy and confidentiality measures

[bookmark: _Toc383531816]Example Statement of Confidentiality: 

Your research records that are reviewed, stored, and analyzed at (your institution) will be kept in a secured area in (list where records are stored).  

The following statement is considered mandatory for all research studies: 

In the event of any publication or presentation resulting from the research, no personally identifiable information will be shared.

The following statement is for those studies that do not include section 6b.

We will keep your participation in this research study confidential to the extent permitted by law. However, it is possible that other people may become aware of your participation in this study. For example, the following people/groups may inspect and copy records pertaining to this research.

The Office of Human Research Protections in the U. S. Department of Health and Human Services (for drug/device studies, add the U.S. Food and Drug Administration) 
· The (your institution) Institutional Review Board (a committee that reviews and approves research studies) and 
· The (your institution) Human Subjects Protection Office
· The National Institutes of Health, the study sponsor 

Some of these records could contain information that personally identifies you. Reasonable efforts will be made to keep the personal information in your research record private and confidential but absolute confidentiality cannot be guaranteed.

[bookmark: _Toc383531819]Section 7.	Costs for Participation

· [bookmark: _Toc383531821]If there are costs to the participant that may result from participation in the research, include a statement describing any additional costs associated with study participation.

[bookmark: _Toc383531823]Section 8. 	Compensation for Participation

This section is required in all research studies. It should clearly describe any monetary compensation (total amount, average total amount, amount per visit, amount per hour, etc.).
 
[bookmark: _Toc383531824]Example of Compensation for Participation Section: 

You will be given $(dollar amount) on each visit to compensate you for time and expenses for participating in this study.

(If participants do not receive any reimbursement for participation) You will not receive any compensation for being in this research study.

[bookmark: _Toc383531825]Section 9. 	Research Funding

· Funding disclosure: Disclose what grantors, institution(s) (e.g., NIA) or companies are involved in the research through funding or grants. If none, say so. 
· Conflict of Interest: Include information about any consultative or financial relationships the investigators may have with the NIA.

[bookmark: _Toc383531826]Example Research Funding Section: 

The institution and investigators are receiving a grant from NIA (list any other grantors) to support this research. 

(For funding disclosure) The institution will be reimbursed by the NIA for use of this site’s facilities and for the work the research staff does for this research. 

[bookmark: _Toc383531827]Section 10. 	Voluntary Participation

[bookmark: _Toc383531828]Example Voluntary Participation Section:

Taking part in this research study is voluntary. If you choose to take part in this research, your major responsibilities will include (Briefly list major responsibilities. NOTE: Do not include this sentence if there are no major responsibilities for the participant). You do not have to participate in this research. If you choose to take part, you have the right to stop at any time. If you decide not to participate or if you decide to stop taking part in the research at a later date, there will be no penalty or loss of benefits to which you are otherwise entitled. 

(Optional, if appropriate) Your investigator may take you out of the research study without your permission. Some possible reasons for this are: (list possible reasons, for example: you did not follow the study instructions, etc.). Also, the NIA may end the research study early. If your participation in the research ends early, you may be asked to visit the investigator for a final visit. 

(Optional, if appropriate) (For clinical studies)If you will be participating in another clinical trial at [Institution] or elsewhere while in this research, you should discuss the procedures and/or treatments with your physician or the investigators. This precaution is intended to protect you from possible side effects from interactions of research drugs, treatments or testing.

(Optional, if appropriate) During the course of the research you will be provided with any significant new findings that may affect your willingness to continue participating in this research.

[bookmark: _Toc383531829]Section 11. 	Contact Information for Questions or Concerns

· Clarify the participant’s right to have questions answered.
· Indicate whom to contact in case of further questions about the research or to report a research-related injury.
· Indicate contact information for questions about participant rights and privacy issues.
[bookmark: _Toc383531830]Example Contact Information for Questions or Concerns Section: 

You have the right to ask any questions you may have about this research.  If you have questions, complaints or concerns or believe you may have developed an injury related to this research, contact (Principal Investigator) at (phone number). (If clinical protocol, add the next phrase) or the (study) doctor on 24-hour call at (phone number). 

(All informed consent forms should include this paragraph). If you have questions regarding your rights as a research participant or you have concerns or general questions about the research (add the next phrase if using identifiable health information: or about your privacy and the use of your personal health information), contact the research subjects protection advocate in the (your institution’s) Subjects Protection Office at (phone number). You may also call this number if you cannot reach the research team or wish to talk to someone else. 

For more information about participation in a research study and about the Institutional Review Board (IRB), a group of people who review the research to protect your rights, please visit the (your institution’s) IRB’s web site at (website). Included on this web site, under the heading “Participant Info”, you can access federal regulations and information about the protection of human research participants. If you do not have access to the internet, copies of these federal regulations are available by calling the (your institution) at (phone number).


[bookmark: _Toc383531831]Signature and Consent/Permission to be in the Research

Before making the decision regarding enrollment in this research you should have:
· Discussed this study with an investigator, 
· Reviewed the information in this form, and
· Had the opportunity to ask any questions you may have. 

Your signature below means that you have received this information, have asked the questions you currently have about the research and those questions have been answered. You will receive a copy of the signed and dated form to keep for future reference. 

[bookmark: _Toc383531832]Participant: By signing this consent form, you indicate that you are voluntarily choosing to take part in this research.
	[Signature of participant]
Signature of Participant
	[date]
Date
	[time]
Time
	[print name]
Printed Name



[bookmark: _Toc383531833]Participant’s Legally Authorized Representative: By signing below, you indicate that you give permission for the participant to take part in this research.
	[Signature of participant]
Signature of Participant’s Legally Authorized Representative
	[date]
Date
	[time]
Time
	[print name]
Printed Name



(Signature of Participant’s Legally Authorized Representative is required for people unable to give consent for themselves.)

Description of the Legally Authorized Representative’s Authority to Act for Participant:
[Description of the authority]

[bookmark: _Toc383531834]Person Explaining the Research: Your signature below means that you have explained the research to the participant/participant representative and have answered any questions he/she has about the research.
	[Signature of participant]
Signature of person who explained this research
	[date]
Date
	[time]
Time
	[print name]
Printed Name



Only approved investigators for this research may explain the research and obtain informed consent.

A witness or witness/translator is required when the participant cannot read the consent document, and it was read or translated. 
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