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CRITERIA FOR IRB APPROVAL  
Informed Consent 

 
All informed consent documents approved by the Augustana IRB must include the following elements. Some are 

required by federal law*; others are specific to this board. (The bolded titles indicate where each element is addressed in 
our template consent form.) 
 

1 o Title of the study (Document Header) 

2 
o *Include a concise and focused presentation of information that is organized and presented in a way 

that facilitates understanding the most likely reasons why one might or might not choose to 
participate in the research. (Concise Presentation of Key Information) 

3 
o *Statement that study involves research; Explanation of purposes (Purpose of the research study) 
o *Expected duration of subject’s participation (Time required) 
o *Description of procedures to be followed (What you will do in the study) 

4 o *Description of risks or discomforts to subject (Risks) 
5 o *Description of benefits to subject or to others (Benefits) 

6 
o *Description of the extent to which confidentiality will be maintained. [If FDA regulated: statement 

that FDA may inspect records.] (Confidentiality) 

7 
o *Explanation of whom to contact if the subject has questions, concerns, suggestions, or input about:  

                        the research (PI: Who to contact if you have questions about the study) 
                        the subjects’ rights (IRB: Who to contact about your rights in the study) 

8 
o *Statement that participation is voluntary (Voluntary participation), that refusal to participate 

involves no penalty of loss of benefits (How to withdraw from the study) and that the subject may 
discontinue at any time (Right to withdraw from the study). 

9 
o *Statement whether collected biospecimens/data may be de-identified and used for future research 

or be given to another investigator for future research without further Informed consent from the 
subject(Future Research) 

10 o Information concerning payment of other forms of compensation, or lack thereof (Payment) 
11 o Statement of agreement to participate, noting a copy of the consent form provided (Agreement) 

 

*Note that the consent should not include any exculpatory language waiving or appearing to waive any of the subject's 
legal rights, or releasing PI/sponsor/institution/ from liability or negligence. 
In addition, some studies will need to provide further information in their consent, as follows: 
 
For medical research: 

1 o *Identification of any procedures which are experimental 

2 o *Disclosure of alternative procedures, if appropriate. 

3 
o Statement that significant new findings developed during research which may relate to subject's 

willingness to continue will be provided to subject. 

 
For research with more than minimal risk: 

1 o *Explanations as to whether compensation and medical treatments are available if injury occurs. 

2 o *Explanation of whom to contact if research-related injury occurs. 

 
As applicable:  

1 
o Description of circumstances under which subject’s participation may be terminated by the 

investigator without subject’s consent 

2 o Description of additional costs to subject resulting from participation in research 

3 
o Statement that biospecimens may be used for commercial profit and whether research participants 

will share in that commercial profit  

4 
o Statement whether clinically relevant research results, including individual results, will be given to the 

subject and under what conditions 

5 
o For research involving biospecimens, whether the research will or might include (specifically) whole 

genome or exome sequencing.  

 

*Elements specifically required by federal law (45 CFR Part 46.116[a], 21 CFR Part 50.25[a]) 


