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Guidelines for Creating an Informed Consent Document  
 

1. The consent form must include several elements (per federal regulations 45 CFR 46, part 
46.116).  Depending on the nature of the project (topic, population, methodology) The 
UALR-IRB may require additional elements that are not specifically listed in the regulations 
to ensure that adequate information is presented in accordance with institutional policy 
and local law.  
 

2. All participation in research must be voluntary.  Participants in your project must do so 
willingly. If your participants are children, in most cases you must first obtain parental 
consent to approach the children, before you solicit children’s’ assent. (See Guidelines for 
creating a Child Assent Form.)  
 

3. You may create your own consent document, or you may use the template below the 
template on the IRB web page.  
 

4. The consent form should also address the issue of age.  If participants are under 18 parental 
consent is required. In studies with adults, it is necessary to verify that participants are 18 or 
older. A simple solution is to include a statement that the participants acknowledges that 
s/he is over the age of 18. This is often included in the consent statements at the end of the 
form or the process.  
 

5. It is important to adapt your consent forms to the educational and reading level of your 
audience. If you are unsure of participant’s skills, generally an 8th grade reading level is 
appropriate. 
 

6. Writing tips: 
a. Avoid using technical language. 
b. Present study details in the second person (you).  
c. Ensure that the details in your protocol are the same as those that are in your informed 

consent 
 

7. Participants must receive a copy of the consent form. 
 
8. Elements of Informed Consent as required by federal guidelines: 

a. A statement that the study involves research and explains the purpose of the study. 
b. A description of what you will be asking the participant to do and how much time they 

will spend participating in the study. 
c. If appropriate, an explanation if any of the procedures is novel in application (as when 

testing a new device or procedure). 
d. A description of anticipated risk, harms, discomforts, and inconvenience.   
e. If the research involves more than minimal risk, what treatments may be offered to 

participants if they are harmed in the study.  
f. A description of possible benefits that may reasonably be expected to the participant, or 

society, from the study. There must be benefits of some type. Participants may 
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experience the benefits directly or indirectly (the benefits may occur for others).  All 
benefits should be stated as may or might. 

g. If appropriate, a disclosure of alternative procedures or treatments instead of those in 
the study.  

h. If appropriate, a description of any compensation for participating in the study, and the 
conditions thereof. 

i. A statement explaining how information will be kept secure, e.g., data kept separate 
from consent forms; password protection; who will see data. Student researchers must 
include the names of any faculty who may see the data. 

j. A statement that taking part in the study is voluntary, and there will be no penalty or 
loss of benefits for not participating (e.g., loss of services from the organization or a 
lower grade in the class). 

k. A statement that the individual can stop participating at any time. 
l. A statement that tells participants what will happen to their data if they decide to stop. 

Researchers may choose to use this data. However, participants must know in advance 
that this is what will happen.  

m.  If appropriate, information that alerts participants to any consequences to them should 
they withdraw while dependent on some intervention to maintain normal function. 

n. Name, phone number and email of the person(s) the participant may contact if they 
have any questions about the study or if there is a research-related injury or adverse 
event. The IRB recommends that researchers not use personal information. 

o. A statement that identifiers might be removed from the identifiable private information 
or identifiable biospecimens and that, after such removal , the information or 
biospecimens could be used for future research studies or distributed to another 
investigator for future research studies without additional informed consent from the 
participant or the legally authorized representative, if this might be a possibility OR a 
statement that the participants information or biospecimens collected as part of the 
research, even if identifiers are removed, will not be used or distributed for future 
research studies. 

p. The following statement about IRB approval, with IRB contact and PI contact 
information for questions: This study has been reviewed and approved by UA Little 
Rock's Institutional Review Board (IRB). The IRB has determined that this study meets 
the ethical obligations required by federal law and University policies.  If you have 
questions or concerns regarding this study please contact the Principal Investigator 
(provide university email and university phone number if available) or Advisor (If there is 
an advisor provide university email and phone number if available). If you have any 
questions regarding your rights as a research participant, please contact the Office of 
Research Compliance at 501-916-6209 or irb@ualr.edu. 

q. If the informed consent is over 2 pages long then include a summary at the beginning 
which briefly covers in one paragraph: research purpose, time estimate for 
participation, a summary of the procedures, that participants can stop participating at 
any time, any risks, and direct or indirect benefits.  
 

9. Under certain conditions the IRB may authorize a waiver of signed informed consent. This 
means that participants must be provided with the required consent information, but do 
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not sign the consent document. Waivers of signed consent are appropriate in two 
situations: 
a. High risk: Where the signature on the consent document would be the only record 

linking the participant to the research and the principal risk of harm to the participant 
would be breach of confidentiality. This process is primarily used for research on 
sensitive topics, such as domestic violence or illegal activities 

b. Very low risk: Where the research presents no more than minimal risk of harm to 
participants and involves no procedures for which written consent is normally required 
outside the research context. Much of minimal risk research qualifies for waiver of 
signed consent. This process is used most often for telephone, web-based surveys, or 
projects where there is minimal risk and the participant pool is very large. 

c. If waiver of a signed informed consent form is approved or appropriate: 
i. The consent form will not include a line where the participant signs the document. 

ii. A copy of the consent form must be available to participants.  
 

10. If the study includes audio, video or other forms of recording, the consent process must 
include a separate consent for these procedures.  

 
11. Additional Elements of Informed Consent that might be Required for certain types of     

research:  
a. Statement that the particular treatment or procedure may involve risks to the 

participant (or to the embryo fetus, if the participant is or may become pregnant) which 
are currently unforeseeable 

b. Anticipated circumstances under which the participant’s participation may be 
terminated by the investigator without regard to the participant’s consent 

c. Any additional costs to the participant that may result from participation in the 
research. 

d. The consequences of a participant’s decision to withdraw and procedures for orderly 
termination of participation by the participant 

e. A statement that significant new findings developed during the course of the research 
that may related to the participant’s willingness to continue participation will be 
provided to the participant. 

f. The approximate number of participants involved in the study. 
g. A statement that the participant’s biospecimens (even if identifiers are removed) may 

be used for commercial profit and whether the participant will or will not share in this 
commercial profit. 

h. A statement regarding whether clinically relevant research results, including individual 
research results, will be disclosed to participants, and if so, under what conditions. 

i. For research involving biospecimens, whether the research will (if known) or might 
include whole genome sequencing (i.e., sequencing of a humane germline or somatic 
specimen with the intent to generate the genome or exome sequence of that 
specimen). 

 
 

Sources:  University of Michigan: http://research-compliance.umich.edu/informed-consent-guidelines   
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