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The Carnegie Mellon Research Notes is a publication of the Office of Sponsored Programs (OSP) to inform the Carnegie Mellon research community about sponsored programs and research administration issues.  In this issue, the Regulatory Compliance Administration (RCA) continues its list of frequently asked questions about the Institutional Review Board.  This entire FAQ can be found at the IRB website: http://www.cmu.edu/provost/spon-res/compliance/hs.htm 
What are the levels of review? The levels of IRB review include Exempt, Expedited and Full. The level of review depends on the risk to the human participants and is determined by the IRB. All levels of review complete the same form and have the same review process. (Exempt - Studies that involve no or low risk; Expedited - Studies that involve minimal risk; Full - Studies that involve a greater than minimal risk, deal with questions of a sensitive nature, or involve minors or other vulnerable participants will require a Full Institutional Board Member Review). Expedited and Exempt are reviewed by the IRB Expedited Review Team. Applications may be submitted at any time. The review and approval process takes approximately two (2) weeks. Full Board protocols are reviewed by the Full IRB at the monthly board meetings (the first Wednesday of each month) and should be submitted at least 10 days prior to the meeting.

Do students' academic research projects require IRB approval? If human subjects are involved, yes. Student research that involves human subjects requires review and approval by the IRB prior to initiation. Please note: student researchers are required to obtain a faculty sponsor for each research project.

Why do you talk about "human research participants?" Is this the same as "human subjects"? The phrases "human subjects" and "human research participants" can be used interchangeably. The disadvantage of using the term "human subjects" is that it objectifies the people who have volunteered to take part in the research. 
Who can sign the consent form on behalf of a minor or other subject incapable of giving consent? A minor human subject or a human subject considered mentally incapable of consenting on their own behalf requires consent by a court appointed guardian. The use of minors as subjects requires consent by a parent or legal guardian as well as an assent by the minor.
Is an English consent document OK when enrolling non-English-speaking subjects? Human participants are given a copy of the consent form to be used as a reference document to reinforce their understanding of the study. In order to meet the regulations, the consent document must be in language understandable to the subject. When the prospective subject is fluent in English, the consent document should be in English. However, when the subjects are non-English-speaking people, the PI should submit a translated consent form for IRB review along with a certification from the translator that the English and non-English versions are the same. While a translator may be used to facilitate conversation with the subject, routine ad hoc translation of the consent document may not be substituted for a written translation. 

How do you obtain consent from someone who speaks and understands English but cannot read? Illiterate persons may have the consent form read to them and "make their mark." There are regulations that require signature of a witness to the consent process and signature of the person conducting the consent interview must be followed. Investigators should not enroll subjects who may not truly understand what they have agreed to do.

If I make any changes in my protocol does the IRB have to review and approve it again? Yes. Any changes to your protocol must be reviewed and approved by the IRB prior to the implementation of those changes. In most cases, however, this can be done quickly through an expedited review. Highlight the changes on the application and send the application to the IRB, Regulatory Compliance Administration office at irb-review@andrew.cmu.edu, Warner Hall, Room 414 or fax at 412-268-6279. 

Does the IRB continue to review projects once they have been approved? Yes. The IRB is required to conduct continuing review of research which is required by federal regulations at intervals appropriate to the degree of risk, but not less than once each year. 

Do I need IRB approval if my work will be conducted outside of the campus? Do I need IRB approval if my study is already approved by another IRB?  Yes. To ensure that investigators comply with federal and University regulations, it is important that CMU, through the IRB, be aware of where and by whom such research is being done, even if it is done in a foreign country. Formal approval still must come from a human subjects review panel in the host institution or country. This approval must then be received and approved by CMU's IRB. If no other IRB is available, CMU will be the IRB of record.
What happens if I conduct human research without IRB approval? You will be out of compliance with Federal requirements for use of human subjects in research. This can result in Federal or CMU actions that will prevent you from conducting research using human subjects and will jeopardize the CMU human research certification.
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