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INFORMED CONSENT
The informed consent process is a fundamental principle of conducting ethical research. So that their voluntary decision to participate is not compromised, it is essential that potential participants receive sufficient, meaningful information about a study to understand what is expected of them. The informed consent process is designed to a) explain the study to a potential participant, b) give the potential participant a consent statement to read, c) offer the potential participant an opportunity to ask questions, and d) ask the potential participant to sign the consent form. The IRB reviewer will examine the consent form to ensure that you have addressed these four issues. 
It is important to note that a consent form is not proof that a potential participant actually understands what is expected of her/him nor that s/he voluntarily agrees to participate. It is the primary means through which participants learn about your study, however. Thus, it is critical that your consent form be worded at a level suitable for your participant group. MS Word offers a way to determine the grade level at which passages are written. Highlight a passage that you want to check for reading level. Then, on the Word tool bar, choose Tools / Spelling and Grammar. When asked by Word if you want to check the rest of the document, choose “no”. A table of statistics will appear, at the bottom of which is the Flesch-Kincaid Grade Level index, which is calibrated up to twelfth grade.   
Note that an informed consent statement is appropriate even when a participant’s signature is not needed, because the study is anonymous. An informed consent statement includes all of the elements of informed consent, but omits the participant’s signature, and should be used when a study is anonymous. An informed consent document contains all of the elements of informed consent, but includes the participant’s signature to verify that it has been given to the potential participant to review.  
Required elements. To address these issues, the federal guidelines require specific elements to be included in an informed consent form. These ask you to:

a. 
State that your study involves research. 


b. 
Explain your study’s purpose (e.g., your research question, what you are trying to 

investigate or understand).


c. 
Describe your study’s procedures (e.g., what the participant can expect to do, the 

activities the participant will engage in).

d. 
Indicate if any procedures are experimental (i.e., this is relevant in studies in which an 

unproven or untested method, procedure, or device will be used). 




e. 
Disclose any alternative procedures if advantageous to the participant. If no 


alternatives are available, this may be omitted.

f. 
Indicate the expected duration of your participant’s involvement in the study (e.g., how 

much of the participant’s time will be needed).

g. 
Describe any foreseeable risks to your participant associated with participating. 


Think about the information that you would want to know if you were being asked to 

participate. These risks take two forms, direct and indirect. Direct risks involve 


outcomes that result from participating (e.g., psychological stress, 
painful memories, 

sadness or depression, physical exhaustion or injury). Indirect risks involve potential 

threats to participants should their data inadvertently be released into the public 


domain or accessed by unauthorized individuals. These threats may include, but are 

not limited to social embarrassment, loss of reputation or social respect, legal or 


vulnerability, liability, financial exposure, or change in the conditions of employment. 


Risks when conducting research in organizations. This risk occurs when sufficient 

demographic data (identifiers) are gathered during a study to enable someone inside 

or outside the organization to identify their source, even without a name, should the 

data be released inadvertently to or obtained by the organization. The organization 

may be extremely interested in or concerned about their employee participant’s 


responses, and may choose to take action against the employee. This action may 

alter the conditions of a participant’s employment (e.g., performance appraisal, loss of 

promotional opportunity, formal or informal isolation, change in work hours, change in 

job assignments or duties, job transfer, layoff, or even termination.  

h. 
Describe any expected benefits (incentives, compensation, extra credit, personal 


insight, self-knowledge, etc.) that your participant may receive directly as a result of 

participating, or any potential benefit to others (e.g., society in general, an 


organization, scientific community) that may result from your participants’ involvement. 


i. 
Describe the extent to which your participant’s data will be maintained 



confidentially. Explain how long your participants’ individual data will be kept before 

being destroyed, how it will be secured (e.g., locked in a desk or filing cabinet, locked 

in an office, password protected data file, etc.), and who will have access to it. 

j.
Clearly and plainly state that: 



1.
Participating in your study is voluntary.


2. 
Refusing to participate involves no penalty or loss of benefits or access to 


services to which you are entitled.


3. 
You may stop participating at any time (withdraw from the study) 




without penalty. 


k. 
Provide contact information (name, phone, email) to answer: 
 


1.
Questions about the research itself (include both the principal 




investigator and faculty advisor or thesis chair)



2. 
Questions about the participant’s rights when involved in research 
(Philip Moberg, Ph.D., Chair, NKU Institutional Review Board, 859-572-1913, mobergp1@nku.edu) Please use the following wording in your consent: Questions about your rights as a participant in this research may be directed to Dr. Philip J. Moberg, Chair, Institutional Review Board, Northern Kentucky University at 859-572-1913 or at moberp1@nku.edu.


3. 
Questions about whom to contact in the event of injury (for studies 



involving greater than minimal risk) see section p below.

l. 
Additional information may be required by the IRB when, in its judgment, the 


information would add to the protection of the rights and welfare of participants. 

m. 
Include a line for the participant to insert a signature, and a line for the date. 

n. 
For studies involving more than minimal risk to health, explain 



1.
If compensation is available in the event of injury, 



2. 
Whether medical treatment is available if injury occurs, and 



3. 
What the treatment consists of or where information can be obtained.


o. 
Special circumstances – include when appropriate 

1. 
State that the procedure may involve risks to the participant.


2. 
Describe the circumstances in which participation may be terminated by 


the investigator.

3. 
Explain any additional costs to the participant.


4. 
Explain the procedure for orderly withdrawal from the study.


5. 
Explain the approximate number of participants to be involved.
              p.    
Please use the following wording in your consent:


In the unlikely event of physical injury resulting from your participation in this research, emergency medical treatment will be provided at no cost to you. Be certain that you immediately notify the researcher if you are injured; if you require additional medical treatment you will be responsible for the cost. No other compensation will be provided if you are injured in this research. 
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