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Traditional 510k} - - B o Comfort Twin Nasal Mask
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The Resplronlcs Reusab!e It Contour Nasal Mask was cleared in K991648. The Resmed Mtrage Activa
was cleared in K032916. To update the design. of the Reusable li an inter seahng cush:on was added to
:'[hIS devnce desrgn Thrs cushlon thhm a cushion desrgn has been rewewed and cleared by the agency in
K032918. The new de\nce was validated using bench data. ~All performance characterlst:cs performed - "
within specmcatlon and comparable to the cited dewce predtcates This testing has conﬂrmed that the -
: ,V'Comfort Twin Nasal Mask performs equrvalently to the c;ted dewce predlcates ' B

Intended Use

The Comfort Twin Nasal Mask is an accessory to a non contmuous ventllator (resp|rator) mtended for use-: o
by aduit patlents prescnbed contlnuous posnttve alrway pressure (CPAP) or bl Ievel therapy in hosp:tal '

clinic and home enwronments

| _D_e_vice Desc_riptiﬁ_qn o : HER N

The Comfort Twan Nasal mask is a resp|ratory nasal mask usmg a dual cushion design with bmlt-Jn - _
bellows and an inner sealmg flap for improving umntenhonal leak. ltis a smg!e patlent use accessory for e

~ use with CPAP or bi- Ievel dewces :

The Comfcrt Twan mask is strapped to the patlent s faoe covermg the nose and oonnected to tublng toa
CPAP or bi-level flow generator. Posutwe pressure ventnatlon is then able to be applled to the Iungs in a

non-invasive way.
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Ms. Zita A. Yurko

Director of Regulatory Atfairs

Respironics, Incorporated

Sleep & Home Respiratory Group 23

1001 Murry Ridge Lane SEP 2003
Murrysville, Pennsylvania 15668 '

Re: K091066 . _
Trade/Device Name: -Comfort Twin Nasal Mask
Regulation Number: 21 CFR 868.5905
Regulation Name: Noncontinuous Ventilator (IPPB)
Regulatory Class: II
Product Code: BZD
Dated: August 21, 2009
Received: August 24, 2009

Dear Ms. 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
controls provisions of the’Act. The general controls provisions of the Act include
requirements for annual régistration, 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 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 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); 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 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 - ' :
http://www.fda.gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.htmn 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/mds/ 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.htm].

Sincerely yours,

7\—/({\—' "Fo g

Susan Runner, D.D.S., ML.A.

Acting Division Director

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices '

Office of Device Evaluation

Center for Devices and
- Radiological Health

Enclosure



Indications for Use
510(k) Number (if known): [€ 0 § /0 &6

Device Name: Comfort Twin Nasal Mask

The Comfort Twin Nasal Mask is an accessory to a non-continuous ventilator
(respirator), intended for use by adult patients prescribed continuous positive
airway pressure (CPAP) or bi-level therapy in hospital, clinic and home
environments.

Prescription Use ___ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
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