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This 510O(k) is being submitted by Anthony Beran on behalf of Starboard Medical, LLC.

Contact:
Anthony Beran
President
Starboard Medical, LLC
22845 Savi Ranch Parkway Suite H
Yorba Linda, CA 92887
Tel: 714 283 3099 or 714 730 0845
Fax: 714 283 3033
Email: aberan@cox.net
FDA Establishment Registration #: 3006845683

Contract Manufacturer:
Starboard Medical Jiangsu
Tel: 86-515-82306811
FDA Establishment Registration#: 3006845687

Trade Name:
The device trade name is Disposable Temperature probes/ sensors and interconnect Instrument
Cables.

Device common, usual, or classification names:
Skin temperature sensor
Tympanic temperature sensor
Interconnect Instrument Cables

Device Regulation:
21 CFR88O.291 0, Clinical Electronic Thermometers

Classification:
Class 11, product code FLL
Classification Panel: General Hospital

Predicate Device:
The following devices have been identified as predicate devices:

SMITHS LEVEL 1 Skin Temperature Sensor - K864195
SMITHS LEVEL 1 Tympanic Temperature Sensor - K873205

Description of device:
The Starboard Medical temperature sensors are intended for use in clinical situations where
continuous monitoring of patient's body temperatures is required. The sensors are compatible with
all monitoring instrumentation designed to accept YSI 400 series temperature sensors or



equivalent. The Interconnect Instrument cables are used to interconnect the disposable
temperature probe / sensor with the patient monitor.

This_510(k) includes the following probes:
------- 400-SC(SkiiThmfperaiture Sens or)

400-TY (Tympanic Temperature Sensor - Adult)
400-TYP (Tympanic Temperature Sensor - Pediatric)
C400MP-M (Interconnect Instrument Cable)
C400MP-MJ (interconnect Instrument Cable)
C400P-M (interconnect Instrument Cable)
C400P-MJ (interconnect Instrument Cable)

The probes / sensors are single use, and they are sterile.

Intended Use:
Skin Temperature Sensor: The Starboard Medical Skin Temperature sensor is intended for
continuous monitoring of skin temperature.
Tympanic Temperature Sensor: The Starboard Medical Tympanic Temperature sensor is intended
for use in routine continuous monitoring of tympanic temperature as an indicator of core body
temperature when this type of measurement is clinically indicated.

Technology Characteristics:
Both devices are substantially equivalent to the predicate devices based on material, technology,
manufacturing processes, and performance.

Performance Data:
Both devices have been subjected to materials bio-compatibility testing, accuracy testing, and
electrical testing and comparison.

Conclusion:
We believe the differences between the Starboard Medical devices and the predicate devices are
minor, and conclude that the subject devices are as safe and effective as the predicate devices,
therefore substantially equivalent to the predicate devices.



4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Ileaith Service

Food and l)ru1g AdiIu isNtioll
10903 New' IFampshiie Avenule
Docum11ent Control Room -\\1066-G609
Silver Sprng.,, Nil) 20993-0002

Mr. Anthony Born
President
Starboard Medical, L LC
22845 Savi Ranch Pkxvy. Suite H ' M
Yorba Linda, California 92887

Re: K 111282
Trade/Device Name: Disposable Temperature Probes/ Sensors and Interconnect

Instrumlents
Regulation Number: 21 CFR 880.2910
Regulation Name: Clinical Electronic Thermometer
Regulatory Class: 11
Product Code: FLL
Dated: July 8, 2011
Received: July 1 5, 2011

Dear Mr. Reran:

We have reviewed Your Section 5 10(k) premarket notification of intent to market the device
referenced above and 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) that do not require appro *val of a premnarket
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 manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH- does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PMA). it mnay be Subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations. Title 2 1, Parts 800 to 898. 1I
addition, FDA may puzblish~ further anrnouncements concerning your device in the Federal
Register.
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Please be advised that FDA's issuance of a substantial equivalenice determination does not
mean that FIDA has made a determination that your device comnplies With other reqILlil-i rnts
of the Act or any, Federal statutes and regulations administered by oilier Federal a-cncies.
You Must cor11)'I with all the Act's requirements. irnelUd i ng, but not limited to: registration
and listing (2 1 CFR Part 807); labeling (2 1 CER Part 80 1) medical device reporting
(reporting oftmedical device-related adverse events) (2 1 CFR 803); goodC nat~urinQ
practice requi rements as set forth in the quality systems (QS) regulation (2 1 CFR Par t 820);
and if applicable, the electronic product radiation control provisions (Sections 531 -542 of'
the Act);- 2 1 CER 1000- 1050.

I f you desire specific advice for your device on our labeling regulation (2 1 CFR P~art 80 1)
please go to hitti)://wwvw. fda.uov/AboLutFDA/CeiiteisOffies/CDRII-/CDRFZ-10fficcs
/uIcmI I I 5809.kmi for the Center for Devices and Radiological HeIalth's (CDR[Ts) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (2ICFR Part 807.97). For questions regarding the reporting of
adverse events uinder the MDR regulation (21 CFR Part 803)), please go to
lhtp://"wv.fda,,.eov/MedicalDevices/Saf'ety,/Reportal~iobleii/def'althltll For the CDRI-l s
Office of SurIveillance and Biomnetrics/Division of Postmnarket Surveillance.

You may obtain other general information on your responsibilities uinder the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-flee
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://wwN,,w.tfda. ,ov/MedicalDevices/Resourcesfor-You/listry/defaiulthltiii

Sincerely, Yours.

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General H-ospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



4. Indications for Use Statement

510(k) Number (if known): Unknown. ___________ ______

Device Name(s):
Skin Temperature Sensor, Catalog Numbers 400-STS
Tympanic Temperature Sensor, Catalog Numbers 400-TY, 400-TYP
Interconnect Instrument Cables Catalog Numbers C400MP-M, C400MP-MJ, C400P-M, C400P-MJ

Indications for Use:

Skin Temperature Sensor (400-STS)
The Starboard Medical Skin temperature sensor is indicated for continuous patient temperature

monitoring when the skin placement site is clinically recommended. The sensor is designed for
placement on the surface of the skin.

Tympanic Temperature Sensor (400-TY, 400-TYP)
The Starboard Medical Tympanic Temperature sensor is indicated for continuous monitoring of

patient temperature when the ear canal placement site is clinically recommended. The probe is
designed for insertion into the ear canal in the proximity of the Tympanic membrane.

Interconnect Instrument Cables (C400MP-M, C400MP-MJ, C400P-M, and C400M-MJ)
The instwument cables are indicated for interconnecting the disposable temperature sensor or

probe with the monitoring instrument.

Prescription Use: XXXX and/or Over-the-Counter Use: _____

(Part 21 CFR8OI Subpart 0) (Part 21 CFR801 Subpart C)

(Divison Sign-Off
Division of Anesthesiology, Generpj lHospIt
Infection Control, Dental Device$

510(O) Number: I" 2? _


