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UNC owns the s-IOT technology, because it was invented by UNC faculty (Drs. Mol and Platin) as part of research and they were not paid outside of their UNC sal3)]
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Cover memo prepared by Enrique Platin on 04/13/2016 at 11:43 AM
Modified by Teresa Etscovitz on 04/22/2016 at 06:26 PM

Study # 14-2700 was a bench top study that evaluated the feasibility of using a stationary intraoral tomosynthesis system
(s-I0T) using carbon nanotube (CNT) field-emission X-ray technology for the diagnosis of interproximal caries. The
study compared the experimental s-IOT with conventional 2D intraoral imaging for primary proximal caries detection. The
proposed study has the same objective but is a patient study using a prototype system that was specifically designed for
dental applications.

This 1s an Investigational Device study involving an x-ray-producing intraoral system developed by Drs. Mol and Platin in
conjunction with other faculty at UNC-CH. These other faculty are not engaged in the research. The system 15
manufactured by Xinray. Inc.. located in the Research Triangle Park.

The Investigators are not conducting this study for pre-marketing purposes; therefore, a pre-market application 1s not
required to be submitted to the FDA

The radiographic technologist and research coordinator referred to in this application have vet to be identified/hired for this
research study: thus. they have not yet been named in the research personnel section. They will be added with a
modification to this apphication. Until that time, only qualified research personnel listed m the IRB application will conduct
study procedures
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N Cover memo prepared by Teresa Ftscovitz on 05/02/2016 at 11:19 AM

TUNC owns the s-IOT technology. because it was invented by UNC faculty (Drs. Mol and Platin) as
part of research and they were not paid outside of their UNC salaries. The company that manufactures

the 5-IOT device is own by several UNC faculty, but those faculty are not listed on the IRB application.
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