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Your above mentioned project does not require review and approval by the
Georgetown University Institutional Review Board (GU IRB), as it does not meet the
definition of human subjects research as defined in the Georgetown University
policies and procedures and the Common Rule (Title 45 Code of Federal Regulations
Part 46).

A human subject is “a living individual about whom an investigator (whether
professional or student) conducting research obtains (1) data through
intervention or interaction with the individual or (2) identifiable private
information” [45 CFR 46.102(f)].

You are using de-identified (coded) bio-specimens from ---. You and your research
team/ staff do not have access to any identifiable information or to any other means
that might enable you to link the bio-specimens to the individual subjects. This
research project does not involve human subjects as no identifiable private
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information will be obtained.

You must submit your project to be reviewed by the GU IRB if any project changes
occur that will involve the following:

e obtaining data about living individuals for research purposes through
intervention or interaction with them;

e obtaining individually identifiable private information for research purposes (45
CFR 46.102(d),(f))

e receiving a direct HHS award to support such research, even if all of the
human subjects activities will be performed by agents or employees of another
institution.

No further IRB review is required for your project at this time. Please contact the IRB
office at 202-687-1506 if you have any questions.

Warning: If the reader of this message is not the intended recipient you are hereby notified that
any dissemination, distribution or copying of this information is STRICTLY PROHIBITED.
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