SUGGESTIONS FOR CONSENT FORMS, INFORMATION SHEETS, and ORAL CONSENT SCRIPTS

The Committee on the Use of Human Subjects requires written evidence of informed consent whenever the research may involve a risk of harm to subjects; in addition, we ordinarily require written parental consent for studies of infants or minors. (Otherwise an oral exchange is sufficient. It should, however include the information that would be contained on a written form.) The following paragraphs suggest some language that may be appropriate for studies where written consent is indicated. A sample consent form, completed for a psychology experiment, follows.

There are two major parts to a written consent form, the description section and the signatures and names.

1. Description 

Try to be succinct. Begin with a description–in layman's language–of what participation will involve.  The essential elements in the description are:

a.
A brief summary of the research objectives, e.g., "This research may help us learn more about how babies think at age 6 months and a year." 

b.
A clear explanation of the procedures to be followed.  Write as though you were speaking to your subjects, not as if they were speaking to you, i.e., use the second person singular voice: "You will be asked to come to our laboratory on three different occasions, for about half an hour each time, and fill out a questionnaire about …."  Remember, it is you who are the expert doing the explaining here!  Also, be sure to take your subjects' age and reading and comprehension skills into account.  In general, consent forms should be written at the eighth grade level or below. (Most word processing programs include a utility for determining reading level.)
c.
A description of any possible discomforts or risks that may exist. Explain how confidentiality will be assured if that is a potential problem. Explain what will happen to data collected, including any video or audio recordings, once the study is completed. 

d. A description of benefits that the subject may receive.

e. A description of any payment, credit, or other compensation the subject will receive for participation.

2. Signatures and names (for consent forms only)

In this section, you may write as though you and your subject were each speaking for yourselves, i.e., in the first person singular, "I".

a.
In addition to what is written on the form you should discuss the procedures with each subject and be in a position to add the following countersignature: 

I have discussed with __________________ the above procedures, explicitly pointing out potential risks or discomforts. I have asked whether any questions remain and have answered these questions to the best of my ability. 

_______ 
______________________ 


(date) 

(investigator's signature) 

b.
Subject's signature:  

The nature and purpose of this research have been satisfactorily explained to me and I agree to become a participant in the study as described above. I understand that I am free to discontinue participation at any time if I so choose, and that the investigator will gladly answer any questions that arise during the course of the research. 

_______
__________________
_________________ 

(date)
 

(subject's signature) 

(print name) 

c.
The investigator's name and contact information, and the name of any assistant(s) who may be actually working with the subjects, should be included on the form. Both the investigator and the subject should keep a copy of the signed form. 

3. We suggest that you add this paragraph at the bottom of the form in the smaller font: 

Whom to contact about your rights in this research, for questions, concerns, suggestions, or complaints that are not being addressed by the researcher, or research-related harm: Director of IRB Operations at the Harvard University Committee on the Use of Human Subjects in Research, 1414 Massachusetts Avenue, Second Floor, Cambridge, MA  02138.  Phone:  617-496-5593.  

4. Under Federal regulations, when the Committee has ruled that there is risk of physical harm to subjects, the following statement shall be included on the consent form: 

If you are injured during the course of the study and as a direct result of this study, you should contact the investigator at the number provided. Although compensation is not available, Harvard will assist you in obtaining medical treatment, including first aid, emergency treatment, and follow-up care as needed.  Your insurance carrier should be billed for the cost of such treatment. If your insurance carrier denies coverage, Harvard is under no obligation to pay for the treatment but may do so in its sole discretion. By providing financial or other assistance, neither Harvard nor the researchers are stating that they are legally responsible for the injury.

Further information regarding compensation for injured research subjects may be obtained from Jane Calhoun, Research Officer for the Committee at the above number.

5. Finally, here are things to avoid:

a.
The consent form should not be deceptive in any way.  There may be legitimate reasons for withholding information from subjects until the debriefing session, but the consent form itself must neither deceive nor mislead subjects.
b.
The letterhead should not imply that the consent form is a Harvard University consent form, nor that the study is sponsored by Harvard University.  (See Item 14 of “The Vote.”) Department letterhead may be used with permission, but in that case the “consent form” heading should be clearly separate.

c.
The form should not include any "exculpatory" language, i.e., anything that suggests that the subjects waive their rights by signing.
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