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' “'Reasoriforsubmission  Modified device.

f"Sjrrb_sf,teht'ial _.Eq‘uiVa'Ience

The modrfred device has the followrng srmrlarrtres o the prevrously cleared predrcate devrce

“-: Same intended use.
. s . Same eperatrng prrncrple
- Same technology. _
& Same mlenuf'aeturing process.
Desrgn venfrcatron tests were’ performed onthe Alrce PDx asa result of the risk analysrs and product
‘requrrements AII tests were venfled to. meet the reqmred acceptance criteria, Resprronlcs has :
r;determmed that the modlfrcatlens have no tmpact on the safety and effecttveness of the devrce In K

--summary, the device descnbed in this submrssmn is substantlally equrvaient to the predrcate .dewce
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The modrhed device complies with the applrcable standards: referenced in the Gurdance for FDA
Rev:ewers and Industry “Guidance for the Content of Pre-market Submrssuons for Software Contained
. in-Medical Devices,” May 2005.

Intended Use

*'T"he‘ Alice PDx is a physio!ogical‘ data recorder intendéd fo colléct and record. data from multiple
_ .jphy5|olog|cal channels for use by clinical software used in‘polysominography and sleep dlsorder
- studies. It is intended for use by or on the order of a physrclan Iti$ intended for use on adults ina.

superwsed (_hosr)rtal) or unsupervrsed {home) envrron_ment.

"ﬁévi'qe"-beécr-iption

The Ahce PDx is a wearable data recorder that collects and stores physro[ogrca! signals. The ro!e of
the Alrce PDx is'only to record the data The followmg phys:ologrcal 5|gnals may be collected and
stored by the Alice PDx device:
- “EEG, EOG EMG, ECG
':: ‘-‘_‘-" ' 'Nasa!/oral Airflow
.‘ ' '-.‘.!: :.'Snore
- - - ':Thoramc and Abdommal Effort
‘ - ,ZBody Position”
- -Pylse Oximetry, including: CE
.o Oxygen Saturation (Sp0s) -
g o B Pulee “"Fiate

ey Plethysmograph

The recorded data is stored ona secure drgrtal (SD) card and may be passed on to a PC for ana[ysrs o S

and reportrng of the data by the Fiesplronlcs Sleepware Software appllcat:on The Alice PDX data
L reoorder'rrs not m any way mvolve_d ,|_r1 the data _managemen,t performed by the host:

- {End of Tab.).
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Mr. Zita A. Yurko

Director, Regulatory Affairs
Respironics, Incorporated

1001 Murry Ridge Lane
Murrysville, Pennsylvania 15668

Re: K090484

. Trade/Device Name: Respironics Alice PDx
-Regulation Number: 21 CFR 868.2375
Regulation Name: Breathing Frequency Monitor
Regulatory Class: I
Product Code: MNR
Dated: May!8, 2009
Received: Mayl19, 2009

Dear Mr. Yurko:

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
contrdls 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 Il (Special Controls) or class 111
(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 determipation 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); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
pragtice 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801)
please go to

htip://www.fda.pov/AboutFDA/CentersQffices/CDRH/CDRHOffices/ucm 115809, 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/cdrh/mdr/ for the
CDRH’s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your respensibilities 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/cdrh/industry/support/index.html.

Sincerely yours,

%ﬂém\ N
Susan Runner, D.D.S., M.A.
. Acting Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices .
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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De'\’r'_i'oé_-:'Nome‘: Respironios Alice PDx_
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;Ihteﬁ‘ded 'U'seﬂ n-éli cdt-ions' 'f-or' Use

‘ ‘The Alice. PDx is a: physnologlcal data recorder mtended to. collect and record
data from multlple physmlogrcal channels for use by clinical software used:in
_ polysomnography and sleep disorder Studses Ttisintendedfor Use'by or onthe.
ordert of 4 physician. 1t is intended for use- on- adults ina super\nsed (hospltai) of
g unsuoennsed (home) enwronment :

Over The Counter Use

AND/OF‘ (21 CFR807 Subpaﬁ e
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