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Dear Mr. Shannon:

We have reviewed the above referenced request for information, submitted in accordance
with Section 513(g) of the Federal Food, Drug, and Cosmetic Act (Act), regarding the
regulatory requirements applicable to the Odatus Air Purifier. Based on the information
provided in your submission, we believe that the Odatus Air Purifier falls within Title 21
of the Code of Federal Regulations (CFR) 880.5045, Medical recirculating air cleaner. A
medical recirculating air cleaner is a Class II type device. Therefore you will need to
submita premarketnotification[5l0(k)] andreceivethe FoodandDrugAdministration's
(FDA's) clearance prior to marketing your device. You may not market this device until
you have received a letter from FDA allowing you to do so. If you market the device
without conforming to these requirements, you will be in violation of the Act.

Please be advised that Title 21 Code of Federal Regulations, Part 807.40 requires that all
foreign establishments that are engaged in the manufacture, preparation, propagation,
compounding, or processing of a device that is offered for import into the U.S. are
required to register and list with the FDA. If you have any questions regarding the
registration and listing requirements, please call 240-276-0132.

Section 513(g) of the Act requires the agency to provide information about the regulatory
requirements applicable to a particular type of device. The response represents my best
judgment about how the product would be regulated, based upon our review of the
information you have provided, including your description of the product and its intended
use. My response to a 5l3(g) request is not a classification decision for a device and does
not constitute FDA clearance or approval for commercial distribution.
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If you have any questions regarding this letter, please contact Sheila Murphey, M.D.,
Chief, Infection Control Devices Branch, at (301) 594-1287, or for general questions
please contact the Division of Small Manufacturers International and Consumer
Assistance at its toll free number (800) 638-2041 or (301) 443-6597, or at its Internet
address http://www.fda.gOV/cdrh/industrv/support/index.html.

Sincerely yours,

~ ~ />~ J
-JfA. Donna-Bea Tillman, Ph. D.j Director

Office of Device Evaluation
Center for Devices and
Radiological Health


