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Submitter’s Name:  Toshiba America Medical Systems, Inc.
Address: PO Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000
Device Proprietary Name: Multiplane Transesophageal Transducer

Model PET-512MC
Common Name: Transesophageal Transducer

Classification:

* Regulatory Class: 1I

*  Review Category: Tier II

+  Ultrasonic Pulsed Doppler Imaging System — Product Code: 90-TYN
[Fed. Reg. No.: 892.1550]

s Ultrasonic Pulsed Echo Imaging System — Product Code: 90-[YO
[Fed. Reg. No.: 892.1560]

* Diagnostic Ultrasonic Transducer — Product Code: 90-ITX
[Fed. Reg. No.: 892.1570]

Identification of Predicate Devices: :
Toshiba America Medical Systems believes that this device is substantially equivalent to:

* Toshiba APLIO XG Diagnostic Ultrasound System MODEL SSA-790A V4.0 R001, PET-
510MB - 510(k) K092179

* Zonare Medical Systems Inc., z.one Ultra P8-3T - 510(k) K101091

Device Description:

The PET-512MC is a multiplane transesophageal transducer (TEE) designed for use with
Toshiba Diagnostic Ultrasound Systems. It conforms to Track 3 when connected to the
compatible ultrasound diagnostic systems. The scanning type of this transducer isa
phased array with a frequency of 5SMHz.

Indications for Use:

The PET 512MC is intended for visualization of the heart (and other organs) as a real-
time ultrasound image. It is inserted into the esophagus through the mouth to visualize a
plane of the heart through the esophageal wall.
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Declaration:of Conformity:

This transducer is designed and manufactured in conjunction with the Quality System
Regulation, This device complies with IEC 60601-1 (applicable portions), IEC60601-2-
37 (applicable portions), the AIUM-NEMA UD2 Output Measurement Standard as
applied to Track 3 Ultrasound Systems and the AIUM-NEMA UD3 OQutput Display
Standard, when connected to diagnostic ultrasound systems.

Standards Form:
Please see the attached standard form of the IEC 60601-1, IEC 60601-1-1, [EC 60601-1 -2, IEC
60601-1-4, IEC 60601-2-37 and IEC 62304,

Clinical Trials Form:
Please see the attached Clinical Trials Form FDA-3674
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Food and Drug Administration
10903 New Hampshire Avenue
Sitver Spring, MD 20993

Mr. Paul Biggins

Director, Regulatory Affairs

Toshiba America Medical Systems, Inc FER - 2
2441 Michelle Drive c
TUSTIN CA 92780

Re: K103629
Trade/Device Name: PET-512MC Transesophageal Transducer
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 1TX, YO, and [YN
Dated: December 8, 2010
Received: December 13, 2010

Dear Mr. Biggins:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated 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). 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 manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the PET-512MC Transesophageal Transducer, as described in your premarket
notification:

Transducer Model Number

PET-512MC

If your device is classified (see above) into either class IT (Special Controls) or class III (PMA),

© 1t may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulatlons, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concermng your device in the Federal Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), piease
go to http://'www fda.gov/AboutFDA/CentersOftices/CDRH/CDRHO{Tices/ucm 1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. 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 go to
http.//www.fda.gov/MedicalDevices/Safety/ReportaProblem/defauit.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542. ‘

Sincerely Yours,

e e 1D O o

Mary Pastel, ScD.

Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)
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