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Consent Requirements: (as previously approved)

- A waiver of some or all elements of informed consent has been granted for the study in its entirety
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Researcher Responsihilities:

Any proposed changes in the protocol must be immediately submitted to the IRB for review and approval prior to
implementation, unless such achangeis necessary to avoid immediate harm to the participants.

Any unanticipated problems that involve risks to subjects must be reported to the IRB in accordance with the Unanticipated
Problems. Reporting to the IRB of Unanticipated Problems Involving Risks policy. All submissions for modifications and
unanticipated problems must be submitted through Rascal.

Renewal applications should be submitted 60 days before the expiration date of this study through Rascal. Failure to obtain
renewal of your study prior to the expiration date will require discontinuance of al research activities for this study,

including enrollment of new subjects.

Y ou must file a Closure Report in Rascal when your study has been completed.
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