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This is an approved informed consent format.  Some sections may not apply to all projects and may be deleted where deemed appropriate.  When a signed consent document is used, a copy must be provided to subjects so each will have a record of their agreement to participate.

A written explanation of the study, which the subject may retain, is usually required for all studies, since it is considered to be an integral part of the process for obtaining informed consent.  The investigator(s) should use the informed consent long form which includes an explanation of the study at the beginning of the informed consent document.  This format is preferred because it is more clear and concise than using a separate explanation of study and informed consent short form.  A running header similar to that shown below must be used with the long form.  In those cases for which a signed informed consent document will not be used (such as a mailed questionnaire study), the investigator(s) still must provide an explanation of the study and inform subjects of their rights.  Usually this information is provided in a cover letter which accompanies the questionnaire and which the subject may retain.

Please note that in studies involving minors (18 years or below), or individuals who are mentally retarded or disabled, consent must be obtained from both the participant and his/her legal guardian.  Written consent for each party must be solicited on separate forms.  The participant version must be adjusted to match the participant’s comprehension level.  In cases where written consent from the participant is not possible, “the investigator should inform the participant of all features of the research that may affect his or her willingness to participate and should answer the participant's questions in terms appropriate to the participant's comprehension. The investigator should respect the participant's freedom to choose to participate in the research or not by giving the participant the opportunity to give or not give assent to participation as well as to choose to discontinue participation at any time. Assent means that the participant shows some form of agreement to participate without necessarily comprehending the full significance of the research necessary to give informed consent.”  http://www.srcd.org/ethicalstandards.html  Studies involving participants in an institutional setting will also need written consent from the appropriate personnel at the site in question.

Ethically and legally, consent is not considered to be "informed" unless the investigator discloses all those facts, risks, and discomforts which might be expected to influence an individual's decision to willingly participate as a volunteer in a study.

Information required in your explanation is listed below.  This information should include a "fair" explanation of procedures in language easily understood by lay people.  If you are using a signed informed consent document, inform the subjects that these documents will be sealed in envelopes and stored by the principle investigator or within the department and shall be retained for at least 3 years after completion of the research.

DO NOT INCLUDE THIS PAGE WITH YOUR CONSENT FORMS WHEN SUBMITTING THEM THE SU IRB OR TO YOUR SUBJECTS.
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Title of Investigation:
Investigator(s):  [List faculty and graduate students]

Purpose of Study:
(In situations where it is not possible to fully disclose the purpose of a study, the following statement is optional:  "Because the validity of the results could be affected if the purpose of the study is fully divulged to me prior to my participation, I understand that the purpose of the study cannot be explained to me at this time.  I understand that I will have an opportunity to receive a complete explanation of the study's purpose following my participation in the study.")

Procedures:
(Tell subjects what will be expected of them and what they will be asked to do; what data will be collected and how it will be used; how confidentiality will be maintained, how the subjects (or you) may terminate their participation, etc.)

Discomforts and Risks:

Alternate Procedures (if any):
(A disclosure of any appropriate alternative procedures that might be advantageous for the subject.)

Potential Benefits:
(Of the investigation to the subject, or to society.  In many investigations, direct benefits for the subjects may not exist.)

Period of Time Required:

Contact Person:
(Invite the subject to contact you or another appropriate person if they have any questions, problems, or concerns about the study.  Give the name, title, address, and phone number of the contact person.)
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This is to certify that I, 						, hereby agree to (give permission to have my child or legal dependent) participate as volunteer in a scientific investigation as an authorized part of the education and research program of Shenandoah University under the supervision of 
_________________						.

The investigation and my part in the investigation (my child's or legal dependent's part in the investigation) have been defined and fully explained to me by the investigator(s), and I understand this explanation.  A copy of the procedures of this investigation and a description of any risks and discomforts has been provided to me and has been discussed in detail with me.

I have been given an opportunity to ask whatever questions I may have had and all such questions and inquiries have been answered to my satisfaction.

I understand that I am free to deny any answers to specific items or questions in interviews or medical history questionnaires.

I understand that any data or answers to questions will remain confidential with regard to my identity (my child's or legal dependent's identity).

I understand that, in the event of injury resulting from this investigation, neither financial compensation nor free medical treatment is provided for such an injury.  (This statement is required for projects classified in either the expedited or full review category.)

I certify that to the best of my knowledge and belief, I have fully disclosed (my child or legal dependent has) any physical illness (or mental illness) or weakness that would increase the risk to me (him or her) from participation in this investigation.  (This statement is required for projects classified in either the expedited or full review category.)

I FURTHER UNDERSTAND THAT I AM FREE TO WITHDRAW MY CONSENT AND TERMINATE MY (MY CHILD'S OR LEGAL DEPENDENT'S) PARTICIPATION AT ANY TIME.

								_____________					
Date				Date of Birth			Subject's Signature

I hereby consent to the participation of 					, my legal dependent, as a subject in the scientific investigation described.  (This statement is required if minors or other legal dependents are involved in your investigation)

								_____________					
Date								Signature of subject's parent or guardian

I, the undersigned, have defined and fully explained the investigation to the above subject.

								_____________					
Date								Investigator's Signature

I was present when the study was explained to the subject(s) in detail and to my best knowledge and belief it was understood.  (This statement is required for projects classified in either the expedited or full review category.)

								_____________					
Date								Witness
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