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I Isiner Cornpan nN I P1 -N [asks 5101(k) Sn hm isdin

8. '510(k) Summary
Dote: 03 NONvember 20 10

lin aceordatce Ai Ill 21 CllR sectlion 807.Q2 I Isiner is s utlrni It itig die 1W llowing 510(k) SI tut rv.

N. 1. Sulinitter lntarmat im

ItIsin'er Couitpatwv. LTDi
No, 13. Ihat, Sllin St.. lava lisialon
laielitng lisico Faiwan. ROC

Mimoic: i-X16-4-25664306
FAN: f

Registrationi No.: 30013862188
(.hynter1Operaior No.: 903474

8.2. Name of lDevkie

Plropttelatv Natme: MITV NMasks

Choimmon Name: Noin-itivasive Ventilation Mask
CIiiiint Namec: Vetntilator. Continuotm.Ktcili~v Ilse

lProdIuct Code: (13K

Recgulation Nitnibei: 868.5895

lDcvice (lass: 2

8.3. Description of t 1w d evice

Ilsinoc's N1lil V NMasks ar ittttt icd to proidc~l a paltfi intea Ilb etwveen a e onveniiona
nic bn ical vectiiIi Ior S.N stem an(I the pat icnt for appli cal ons of noti-i liasi''c venti lat ion. Ihec
Cot11ittlt 10 li0 ctitilalor utilizes srattdaid 221nn conical conntilonts comptvim wil ISO

5356-1. thle intitefimee ivi ib the patlienits fanciail coitlours tlize s .a soil. pl iable seal thlat enisite
th at a good seal is achuieved to deliveri tlie picssttrized gasses wit ii iin i il uittntlentott al leakage.
Uni n entiona I gas leak, around thle Lace is niniu ed th le shapin of ile mask base lo imlprove
flie Closenless of [it to tile skin. SoIl. elastic tta dgcar ifsures a light em.mlorlabl c lit against thle

thIe IIs i Iler N I 11IV XIa s ks atec it odi Ii catli oi, to thfe ir C PAI'I V 1AI P asks (K(063268 ). I ltese
aruts ks di lf~t I!rm I lie C PAII \P2\ I' Imntsk (ttlY i n that I Ihe 'v fla and antia -asph %x ia li on % anI x es htave

beI iCalm vd.

I Isi iner s (A'AVIV 1A! IN1lasks4 (K063268)

1: islier P.% k J ' 4 ospi lItl tillI Face MN lsk Notn Vet cd (Kt831 122)

8.5. I iten d ed I jst of' the. lDvice

Ithe I Isi te NI ITVat i as ks pno'i&l ut pal Ii I in leruce IfOr ut1Pl i eatI Otn 0S 1T Oni !TVitiVe VCD ti Itt tOn

wviI t veit I lat ors lvit I nldqaiCt alarm atnd sotIev systemas t o Intoi ci the1 patIint it i le eVeI o r
VCe1tiit Or 6 it iltC. 111CIn taSK s ;ite i tlndod fin use wNith s po ta aonts brcittgil adtil I patictllis C
301 kg,) to a di tti11i stleir1 (Al or(i positIiv\e presice nrilIa t iton fr i a Ittteat olrespi itti ftilIut1e,
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I Isinetr Com1 pali iiyN I l'lf' \Ls ks 51I0(k) Siumi ssioin

rcsfiraion. i nsullic ieccY. or obstruictive sleep a poca ;vlo are appropriait candidates, for
rioWnv'Jsiv vCentlilatlion, in lite hosnima l itsfiintoilnal environment.-

I Isi ncr's Nasal \IIaSk il Tn ndcd tbr pa ijej s that I aie nionlife to! etalili, (licit ki ll he S versonS

8.6. (ilii ca. -Peffomnimrce Ev..luiton ts

No Clirii al te si wVas periboled 1-01 ibis del ice

8.7. ComTHparisont to I'i'elicatt lPcvices

8.7.1. Design, Malrterials anid Intended Use

'Cie Ilsi not NI I'IV masks are equnival ent in de sign: imi cia s* arndimfer nrce to tile
Fisher lPav-kel's 4I.1 NIX' lace mask (K083 1 2) and H-siri's CPAP/RAI'P mask. 'line
liIsitter mid Fisher Pavkct deviceCs opera Ic ol file same prn ei pies a nd hawe tile %aini
intended use.

8.8. Performnance E~lviuatioii

'file peln 11b iTeC icS simptiocots for lisinet's MI'P1V Masks 101 low ihose see lion ohl FD's) Julirk
1995 g uidanlce doeclet 'iDrall Reviewe~rGuidance for Veifilaton$'- applicable to miasks used
wNilt venlilat ors and inclIutde tes lug frorm both A S I'M 11.00-90 "Sla ndard Specfiatreion frn

Ventiatlor.s Intended lot U se in Cii cal Carec' and ISO 17510(-2 (2007): -Steep aptnea bIcat li g

Iticrapi-lids 2: Niask anrd appli cation accessories. -

* Re sislat, ict) I low siowed* ieligibIe dili kienne betwecen all rmasks.

* Exhaust flow showed negligible differences al low pressure sellings wviNh Ilsiner's NI lI'l'
anid CPAiVI'Al mants ks show i ug higher U ows, at hi gher pressure lvels t ha n the Fisher
I'avke 10104 1,

* CO, Rehr-ca liing Showed riegli ii ic di fmcincs lot t he lsi ncr Ni PI'V an rid sicr Par ,ke

tnask. As would be expeeled Ilsiner's CPAI'JVIA showved slighlly lower 171C(.)

lev'ek.

'r Ii on of Inslir cd 0ltxvget (1:102) showe~d sli ghtlIy hiighroo all 02 PCt lcltige- Rit

ite hislier I a \kel masks Al I1210z vnlutis were si gui li cani" lowver vi Ili added 20 1.1 N I
leas oo pa'cl o dciii al on iurti ais ithutlek.As expeecd dcevasing,

therapeutic presure results in higher F HO percentages. Ineg-easi ng ucppicitual 01 lloi
rates resulted itl signtificant increases in VP 12.

* SVi\vl leakage was notably higher fobi Ilsinci: NIITVX masks corupait ile Fisher
l'avkeol R'1114 1 Mask.

8.8. 1. Coni l, i ti:

Petifonnaee evaluation concludes ilhat fiia arc ncegligible differences recsistac and exhaust

Ion. 'ICie IIs i ncri itsks show slightly better LIC0. and sl ightly li~c wet )2 %il tics than tihle

IFisher Pa 'cv he Iiasks.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hecalth Ser vice

l 0(1 Mild AirIe 1 /\[ llStr 111011

10903 Nov IIIdl 11511 y AVCen cC
Djocumient Control Room11 -W066-C619
Silver Splii". NID ) 0993-0002

I-Isi net Company, Li mi ted
%/ Mr. Torn Shanks
MID Ventures I2Y
29201 Via Norte
TFemecula. California 92591

Re: K102120
Trade/Device Name: [Isiner NI IPVNMasks
Regulation Numnber: 21 CFR 868.5895
Regulation Name: Continuous Ventilator
Regulatory Class: 11
Product Code: C3K
Dated: July 30, 2011
Received: August 11, 2011

Dear Mr. Shanks:

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 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. please note: CDRI-l 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 fil
(PIMA). it may be sutbject 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. In1
addition, FDA may publish further announcements concerning your device in the Federal
Register.



Plauc 2 - Nr.Tom Shanks

lPlease be advised that FIDA's issuance of a substantial equnivalence determination does not
mean that FDA has made a determination that your device complies With Other ecjLuiJremnt~s
of' the Act or anyv FederalI statutes and re g lIat ions administered by other FederalI aicnc res
You mu1Lst com1ply with all the Act's requiremntIs, including, but no0t iIinited 10: ieg 1istrationl
and listing (2)I C FR Part 807); labeling (2 I CU'R Pair 801I); medical device reporting
(reporting of mcedi cal dlevice-related adverse e\vents) (21 C FR 803);:oo manuI 11MLfacturil
practice requirementIs as Set forth in thle quality systems (QS) reCgutlationl (21I CUR part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 2 1 CUR 1000- 1050.

I f you desire speci fic advice for your device Onl Our labeling regulation (2 1 CUR Part 801)
Please go to hittp)://\\w\w. fdca.,-,ov/AbouitlDA/Ceniter-sOftIices/CDRH/CDRI-'l-ices
/uIcmII 5809.htm for the Center for Devices and Radiological Health's (CDRI-I's) Office of'
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premnarket notification' (21 CFR Part 807.97). For questions regarding the reporting of'
adverse events under thle N4DR regulation (21 CFR P)art 803)), please go to
hittp://'xvww \. fda.gov,/M\,edicalDevices/Saf'ety/ReportaProbilrn/defau~lt.hltml for the CDI-'s
0Office Of Surveillance and Biometrics/Division of'Postmnarket Surveillance.

You may obtain other general information on your responsibilities tindler the Act firm the
Di vision of'Small Manu facturers, International and Con1sumer Assistance at its toll-free
nlumber (800) 638-2041 or (301) 796-7100 or at its hiternet address
lhttl)://www.l'c[a.4ov/Mcedica]De\vices/IResouireesfor~iYout/tlndustr-v/defau~lt.hltlm.

Sincerely yours,

Anthony D. Watson, B.S.,. MIS., M.B.A.
Director
Division of Anesthesiology, General Hospital,

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

Enclosure

cc: DM/C - 2 copies
ODE Division/Branch ARDB - Su~gato De
8/12/11 -EUFW
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Ilsijier Company NIPPY1 Masks 510i1k) Su binission

I ndications for Use

510(k) Number

Device Namte: 1Isinr NI 11 Masks

Indiciations for U se:

The Hsiner NIPl'%' masks provide a patient-iterface-for application of noninvasive ventilation
With Ventiltors Withi adequateo alarmis and safety stystemls to protect the patient in) the eventifor
venijljor fajilure, These masks are intended for use With spontaneouisly breathing adult patients
('> 30 kg,) witha rcsjpiratoro- irnllieiehcv or respiratoy Dillrowsuitable tbr notninvasive pressure
support ventilIatlion treatIment in thie h ospi tatinutitofl t , enironment (incIutding nit -not lhiited

to mioderate, or so;Nvic dvspuca: eltvated repiratory rates, labored brealhing. or paradoxical
breathing).

PrecrLitption Use x ANIYiOR 0 Wer-I'he-Couhter Use
f *at IT SOt -'I tnt)( CFR 80t 9libIxlIt)

(11 \S1 1)0 NOT' WRITE BELOW THIIS LIN E-CONTINUE ON ANOY11IR PAGE:

Concurr~ence ol' CI)RI. Office ol'Devic vtt natiol,(OE

in Sign-O ff)
Division of Anesthesiology, General Hospital
fection Control, Dental Devices
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