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1.

2
3
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5

Your activity is a systematic investigation designed to develop or contribute to generalizable knowledge.
The data are obtained through interaction.

The data obtained from the individuals is private identifiable information.

The data are obtained through intervention.

The use of a drug, cells, or biologic products (whether approved or unapproved) in one or more living
persons other than use of an approved drug in the course of medical practice.

The use of a device (whether approved or unapproved) in one or more living persons that evaluates the

safety or effectiveness of the device. _
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