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(C DEPARTMENT OF HEALTH. & HtJMAN SERVICES . Public Health 'Service

Food and D.rug Administration
9200 Cerporate Boulevard
Rockville MD 20850

Mr. F.A. Bettencourt

- COO | - JN -9 2008
_ Suni Medical Imaglng, Inc.

6840 Via Del Oro, Suite #160
SAN JOSE CA 95119

: K083917

Trade/Dewce Name: Sun13D

‘Regulation Number: 21 CFR 892. 1750

Regulation Name: Computed tomography X-ray system -
‘Regulatory Class: - II

Product Code: OAS, MUH, and LLZ

Dated: April 22, 2009

Received: April 27, 2009

Dear M. Bettencourt:

‘We have reviewed your Section 510(k) prcméikct notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications
for use stated i in the enclosure) to. legally marketed predicate devices marketed in interstate -
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

~and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA)

You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufactunng practice, labelmg, and prohlbltlons against misbranding and
adulteration :

Please be advised that FDA’s issuance of a substantial equivalence detenmnatlon does not mean

 that FDA has made a determination that your device complies with other requitements of the Act

. orany Federal statutes and regulations administered by othier Federal agencies. You must -

comply with all the Act’s requirements, mcludmg, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable; the electromc :

' product radiation control prov1smns (Sectlons 531-542 of the Act); 21 CFR 1000-10350.-
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If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance at one
of the following numbers, based on the regulation number at the top of this letter.

21 CFR 876.xxx (Gastroéntefology/RenalfUrology) (240} 276-0115

21 CFR BB4.xxx (Obstetrics/Gynecology) - (240).276-0115
21 CFR 892.xxx  (Radiology) ‘ (240) 276-0120

Other . ' : - (240) 276-0100

Also, please note.the regulation entitled, “Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the MDR
regulation (21 CFR Part 803), please contact the CDRB/Office of Surveillance and
Biometrics/Division of Postmarket Surveillance at 240-276-3464. For more information
regarding the reporting of adverse events, please go to http://www.fda.gov/cdrh/mdr/.

Y ou may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (240) 276-3150 or at its Internet address
http:#/'www.fda.gov/edrh/industry/support/index.html.

Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and ‘
Radiological Health

Enclosure



Suni Medical Imaging, Inc. — Pre-Market Notification for the Suni3D — 12/18/2008

Indications for Use

510(k) Number (if known): Notassigred K 0% 3317

Device Name: Sum3D

Indications for Use:

The Suni3D is a computed tomography x-ray system, which is a diagnostic x-ray system intended to
produce panoramic, cephalometric, and cross-sectional images for dental examination and diagnosis of
discases of the teeth, jaw and oral structures by computer reconstructlon of x-ray transmission data from

the same axial plane taken at different angles.

Note: This indication is unchanged from the pr‘ediééi:é device, K082350.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AN OTHER PAGE OF NEEDED)
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