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INSTRUCTIONS FOR COMPLETING THE 
ADULT INFORMED CONSENT DOCUMENT TEMPLATE
Important - Please review the following as you prepare your document:

· PLEASE DELETE this instruction page after you have prepared the consent form using this information.  Please also delete all information in [brackets] and italics from the template in the final document.  This information is meant only as a guide for researchers in preparation of the document.  
· You are required to include the “Key Information” section at the beginning of your Informed Consent Form. 
· You should select a font that is easy to read such as Times Roman or Arial and use a font size no smaller than 12 point.  Make the font color black in the final document.  Separate large blocks of text into paragraphs.  Text should line up along the margin.

· The consent document must be written using lay language, at an 8th grade reading level (similar to the level used in popular magazines and newspapers) that is appropriate for the participant population.  The following link provides instructions on how to check the reading level in Microsoft Word:

· https://support.office.com/en-gb/article/Test-your-document-s-readability-85b4969e-e80a-4777-8dd3-f7fc3c8b3fd2  
· Do not use language copied from the research protocol or a grant proposal; avoid technical jargon.  The form should be written as if the investigator and participant are engaged in conversation.

· The use of language in the first-person tense is not permitted (e.g., "I understand that ...") because it can be interpreted as suggestive, may be relied upon as a substitute for sufficient factual information, and can constitute coercive influence over a subject. Therefore, please use second-person language in the document (e.g., “You understand that…”).  

· Note:  The only exception is the last paragraph of the informed consent form template (Participant Agreement), which should remain in first-person tense.

· The use of bulleted lists and/or tables may be helpful to explain study procedures, timelines, inclusion/exclusion criteria, etc.  

· All pages must contain a 1 inch margin on all sides to allow for sufficient white space and space for the IRB validation stamp.

· All pages must be numbered and should follow the following format “page X of X.”

· When appropriate, write the full name of all acronyms that are mentioned.

Unless otherwise noted all sections of the informed consent form (formatted as shown with proper headings) are required.  The format of the template should be appropriate for all research studies.  
Template Version Date:  January 18, 2019
ADULT CONSENT TO PARTICIPATE IN A RESEARCH STUDY
Centre College: [Insert Title of Study]
	
KEY INFORMATION
(Note: This summarized key information section needs to be included at the beginning of all Consent Forms.  The information provided in this section must be brief.  More detailed information should be provided later on in the respective areas of the Consent Form).

Things you should know about this study:

· Principal Investigator/Faculty:
· Principal Investigator/Student:
· Purpose: The purpose of the study is to study effects of energy drinks. 
· Procedures: If you choose to participate, you will be asked to undergo non-invasive physiological testing after ingesting energy drink or placebo. 
· Duration: This will take about ninety minutes.
· Risks: The main risk or discomfort from this research is sensitivity to adhesives.

· Benefits: The main benefit to you from this research is to understand how psychology research is conducted, as well as contributing to a deeper understanding of the impact of energy drinks on attention and learning.  
· Alternatives: There are no known alternatives available to you other than not taking part in this study. (Note: if there are alternatives, then please revise the above statement and briefly list the alternatives)
· Participation: Taking part in this research project is voluntary. 
Please carefully read the entire document before agreeing to participate.




PURPOSE OF THE STUDY

[REQUIRED: Give a brief overview of the purpose of the study] 

Example: You may be participating in this study as either a volunteer, or in partial fulfillment of your Introduction to Psychology course requirements. The purpose of this study is to understand the effect of energy drinks on basic visual attention processes and abilities.
NUMBER OF STUDY PARTICIPANTS

If you decide to be in this study, you will be one of [insert the total number of subjects] people in this research study.
DURATION OF THE STUDY

[REQUIRED: Inform your participants about what you will be asking them to do and how long it will take. The more risk involved in the study the more detail you need to provide.]

Example: This study will take place in Young Hall on the Centre College campus and will consist of one 90 minute session. You will indicate whether you agree to participate at the end of this form.
PROCEDURES

If you agree to be in the study, we will ask you to do the following things:
Example: If you agree to participate in this experiment, we will record multiple physiological measures, including skin conductance, heart rate, skin temperature, and electroencephalographic activity (EEG), through sensors placed on the fingers and head. Some sensors contain adhesives or conductive gel. If you have known sensitivities to adhesives, conductive gels, or generally have sensitive skin or skin allergies, please inform the experimenter. 

It is very important that you sit as still as possible during the entire experiment and refrain from talking, laughing, gesturing, or otherwise moving while the recording is taking place. Audio and video data may also be collected for use in analyzing the data for movement artifacts.

In the first part of this experiment, you will be given an energy drink or a placebo. After 30 minutes (about the amount of time that it takes to attach the EEG sensors), you will complete a computerized visual attention task. One or more of the aforementioned physiological processes are measured. The experimenter will explain the task before you begin. You will be asked to respond to each trial with a button press.

The task will begin with a 2 minute baseline recording, followed by a visual attention task that will last approximately 17 minutes. Once the task is complete, all adhesives and gels will be removed. You will be advised to wash your hair in one of our lab sinks to remove any remaining adhesives or gels.

RISKS AND/OR DISCOMFORTS

[REQUIRED: Inform your participants about any potential risks related to participating in your study, including but not limited to physical, psychological, societal, or economical risks. State how you will reduce the risk level, if possible.]

The study has the following possible risks to you: Example:

•
Some participants may be sensitive to the adhesives or conductive gels used to attach the 
sensors. This may cause some minor, temporary discomfort and is generally remediated 
by removing the sensor and washing the area thoroughly. Additionally, our participant 
pool will be pre-screened for skin sensitivities prior to recruitment for our study. 

•
EEG recording is considered a safe practice. To date, there have been no reported ill 
effects of having EEG data recorded.

•
Participants with a medical, mental, or any other condition that doesn’t allow for caffeine 
or stimulant consumption should not participate in this study.
•
Participants may experience minimal boredom, fatigue, and agitation, but none to the 
extent that would exceed typical psychological testing. The amount of energy drink 
consumed will not exceed typical consumption.

•
If you have a condition that doesn’t allow for the consumption of artificial sweeteners, 
you should not participate in this study.

•
One of the beverages participants may consume in the study is a commercially made 
energy drink. The following is listed on the drink  label: 



CAUTION: Contains caffeine comparable to a cup of the leading premium coffee. 

Limit caffeine products to avoid nervousness, sleeplessness, and occasional rapid 


heartbeat. You may experience a Niacin Flush (hot feeling, skin redness) that lasts 

a few minutes. This is causes by increased blood flow near the skin. Do not take if 

you are pregnant or nursing, or under 12 years of age. If you take medication 


and/or have a medical condition, consult your doctor before use.

BENEFITS

[REQUIRED: Note the benefits of participation to the individual, contribution to knowledge and benefits to society]


Example:

•
The potential benefits to you include having the opportunity to observe how 
psychological research is conducted and to learn about issues of current interest in 
psychology. You may also gain some insight about your own visual attention abilities and 
patterns of brain activity. 

•
On a broader scope your participation in this study may extend our understanding of the 
mechanisms that are involved in attention and how energy drinks influence visual 
attention abilities.
ALTERNATIVES

There are no known alternatives available to you other than not taking part in this study (otherwise, insert information about any alternative procedures or courses of treatment here, if applicable).  Any significant new findings developed during the course of the research which may relate to your willingness to continue participation will be provided to you (required statement only if the study will have more than one measurement or interaction with the participants).
CONFIDENTIALITY

[REQUIRED: ALL experiments must include language clearly stating how their personal information and the data collected for the experiment will be handled.].  

Example: Your identity and individual results will remain private and confidential. The aggregated results of this study may be used for teaching, research, publications, or presentations at scientific meetings. If individual results are discussed, your identity will be protected by using a code number rather than your name or other identifying information. 

Unless required by law, only the study investigator, members of the investigator’s staff, representatives of the National Institutes of Health, the Centre College Institutional Review Board, and representatives from the Office for Human Research Protections (DHHS) will have authority to review the study records. Each of these entities is required to maintain confidentiality regarding your identity.

All audio and video recordings will be destroyed at the end of the study. [Explain any additional confidentiality procedures here].
USE OF YOUR INFORMATION

· Your information [and/or biospecimens – if applicable] collected as part of the research will not be used or distributed for future research studies even if identifiers are removed.
COMPENSATION & COSTS
You will receive no payment for your participation in this study. (If subjects receive class points or some other token, include that information here. Explain when disbursement will occur and conditions of payment. For example, if monetary benefits will be prorated due to early withdraw. If there is compensation provided to the subject, state that fact here.) There are no costs to you for participating in this study.  (If costs are associated, please state them here).
[REQUIRED: If students are completing the experiment for class credit, explain how the credit will be awarded. If they are being compensated in any other way, explain how the compensation will be administered.]


Example (class credit):  Once you have completed the experiment, the experimenter will indicate successful completion of the experiment on the Sona Systems scheduling website where both you and your instructor can validate your participation. Please note that each instructor may have different requirements for experiment participation. Some may require participation in more than one experiment, or that the experimenter report whether your participation was “satisfactory” (e.g. completing the experiment, following instructions properly). Thus participating in the experiment may not automatically fulfill your instructor’s experimental requirements. Check with your instructor to ensure you have fulfilled their requirements.  


Example: Volunteer

-Your participation in this study will involve no cost to you. 

-You will not be paid for your participation in this study.


Example: Paid/Compensated

-You will receive $5.00 for your participation in this study.
RIGHT TO DECLINE OR WITHDRAW

[REQUIRED: ALL experiments must include language clearly stating that the participant has the option to withdraw at any time without penalty.] 

Example:  (For course credit) You have the alternative to choose not to participate in this research study. If you do not wish to participate in this study, you may withdraw at any time, or ask to be re-assigned to a different study.  Many instructors also allow the alternative to write a paper instead of completing your allotment of experiments. Please see your instructor to ensure you know your alternatives.

(For volunteer or compensated participants): Your participation in this study is voluntary and you are free to withdraw at any time. Participation or withdrawal will not affect any rights to which you are entitled.
Generic statement outline: Your participation in this study is voluntary.  You are free to participate in the study or withdraw your consent at any time during the study.  You will not lose any benefits if you decide not to participate or if you quit the study early.  The investigator reserves the right to remove you without your consent at such time that he/she feels it is in the best interest.
RESEARCHER CONTACT INFORMATION

[REQUIRED: ALL experiments must include language clearly stating contact information for the PI and the IRB chair) 

Example: Any questions you may have about this study may be directed to the Principle Investigator Dr. KatieAnn Skogsberg at katieann.skogsberg@centre.edu or telephone (859) 238-5238. [Also include faculty sponsor contact info if PI is a student]. 

IRB CONTACT INFORMATION

If you would like to talk with someone about your rights of being a subject in this research study, you may contact the Centre College Institutional Review Board chair, Dr. Katherine Andrews, at 859.238.5212 or by email at katherine.andrews@centre.edu.

PARTICIPANT AGREEMENT

I have read the information in this consent form and agree to participate in this study.  I have had a chance to ask any questions I have about this study, and they have been answered for me.  I understand that I will receive a copy of this form.
Agreement:

I agree to participate in the research study described above.

__________________________________________________

_______________

Participant’s Name (printed) and Signature



Date

_______________________________________________
_____________


Name (printed) and Signature of Person Obtaining Consent

Date

_____________________________________________

_____________

Principal Investigator’s Signature




Date
Centre College 
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