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Special 510K, Suinary

-’-;Contact:Person Térry Newton

“Auguisti21, 2009

Name:of device: “Thermocouple

'Trade name: PheumoTherm

Common:hame: Thermal:Aiflow Sensor

:Classification namerNonitor, Breathing Freguency {21 CFR 868.2375)
‘Product Code: BZQ

Equivalent Device:'K080922 Salter Labs Thermal:Airflow Sensor

‘Description 6f:device as:found:in the:labeling
The modified device: has.a minoriconstruction change from'that of the
predicate device where a series. of cennected thermocouples replace-a series
1 parallel'cannection of* thermistors. Both-elements-are:placed at. the’ bridge of
thenose tormeasure the same temper: . changes during breathing from
éach nare-and:from the-mouth. The lower cost thermocouples provide:a low-
cost-single:use-replacement for-the-more-expensive thermistor device already

cleared.

The thermocouple device functions: in the same manner as does the predicate
devicerand that.is it:detects changes in temperature, corresponding: toan
‘exhalation and’ inhatation of thetpatient, The:goalthereis to determine rate of
respiration for-sleep:1ab studies.

Scientific.concept
Thergcientific concept governing the Thefmocouple is called the “Seebeck
.Effect

Physical:& Performance:characteristics (device desian, material tised,

:Qrogemes[

Physically, both devices are- small enough to be placed diréctly in the path of
the air stream of the nares and mouth.
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is @ “Thermal Electnc dev:ce" Both de\nces can be said to’ be a “Therma!
responsive:device?, wherein:“RTD" would:fall-into.this: category:.

‘Comparison:Chart

Feature

T Modified Device:

- Prédicate: E)ewce

‘used.on

. Thermal | Thermocouple | Thermistor -
“Responsive: - ‘ -
| TargetHolder | Same Salter Carinula Adultand

Pediatric Series

[Pafients used on:

| Adult and Pediatric

Adult, Pediatric:and

| interface box

. | Gurrently { Neonatal
{Lengthofuse ' {Disposable . 1 Reusable
‘Needforan | Not:Needed | Needed

-Skin-Contact | Intented use is to fit in Intented use-is:to:fitin
| design Cannula,__ | design Cannula
» Brief description of clinicalitest and how results suppor SE:

Clinical Testing was simply down tcS show that the Thermidcouple déevice was
not-only sensitive enough to- provide an adequate signal-onthe Test: Fixture

{which includes.a Polysomnograph: system) but that it was sensitive’ and
fimely enough:to. record assubstantial signal compared-to that'of other
phiysiological Tespiratory:events.

Clinically; the device adds no: addifional adverse effects or complications as
did the-predicate device, primarily because their structure is: simifar and- both

fit in:properly designed cannulas.
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: / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

""fu.,} ’ Food and Drug Administration

NUV 44 2009 10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

Ms. Terry Newton

Manager of Regulatory Affairs/Quality Assurance
Salter Labs

100 West Sycamore Road ‘

Arvin, California 93203-2300

Re: K092685
Trade/Device Name: Thermal Airflow System (PneumoTherm, 5800 Series)
Regulation Number: 21 CFR 868.2375
Regulation Name: Breathing Frequency Monitor
Regulatory Class: 11 i
Product Codc: BZQ
Dated: October 20, 2009
Received: October 30, 2009

Dear Ms. Newton:

We have reviewed your Section 510(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 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 manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class 1I (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning 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 Disting (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 sel 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to )
htip://'www.fda.gov/AboutFDA/CentersOffices/fCDRH/CDRHOffices/ucm| 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”
(2ICFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to
hup:/www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You 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 (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ow/Industry/default. htm.

Sincerely yours,

7/\—/ 6\-—_/ ‘Fa('

Susan Runner, D.D.S., M.A.
Acting Director
Division of Anesthesiology, General Hospital,
Infection Contro} and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indlcatmns forUse

5100k Nuriber Gtknowny: K O T2 85~

"E:'Dcwce«Name-._ . Thémmal: Aiffiow:Systern- (PreunioThern:$800:Series):

Indications for Use:.

The Salter Labs OraUNasaI 'I‘hermall All‘ﬂOW ansor is: used asa cannula accessory wnh

is edult and pechatnc patlents dnrmg a: sieep study in o sleep laboralor:y

PrescriptionUse __Yes_.  sap/oR Over-The-Counter Use__ No
(Part 21 CFR 801, Subpart D) (21 CFR 801 Subpari €)

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

Concurrence of CDRH, 'Office of Device Evaluation(ODE)

(Division Sign-0ff)
Division of Anesthesiology, General Hospital

Infection Control, Dental Devices Page .1 of 1.

510(k) Numbelr: HOTL 6EBS




