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This is your notification that your above referenced study was reviewed and APPROVED under the
Expedited review process per 45 CFR 46.110 and 21 CFR 56.110. The approval is valid from
11/23/2010 until 11/22/2011. Thereafter, continued approval is contingent upon the submission of a
continuing review request that must be reviewed and approved by the IRB prior to the expiration date of
this study. A waiver of informed consent and a complete HIPAA waiver are included with this
approval. The inclusion of minor in the study population has been approved under 45 CFR 46.404.

Any reportable events (serious adverse events, breaches of confidentiality, protocol deviation or
protocol violations) or issues resulting from this study should be reported immediately to the IRB and to
the sponsoring agency (if any). Any amendments (changes to any portion of this research study
including but not limited to protocol or informed consent changes) must have IRB approval before
being implemented.

All correspondence and inquiries concerning this research study must include the IRB ID, the name of
the Principal Investigator and the Study Title.

Sincerely,

Sarah K. Clark, CIP

Senior Research Protocol Analyst
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