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45 CFR 46.405, 21 CFR 50.52: Research involving greater than minimal risk but presenting the prospect of
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Parental Permission and Assent:
The permission of one parent or guardian is sufficient.

This research is not subject to HIPAA rules.

All changes to a study must receive CHR approval before they are implemented. Follow the modification
request instructions. The only exception to the requirement for prior CHR review and approval is when the
changes are necessary to eliminate apparent immediate hazards to the subject (45 CFR 46.103.b.4, 21 CFR
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