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Dear- D1. SLuIIIeV:

We have review~ed your1 Section 5I 10(k) premai~rket njotifijcationj of intent to market [the (levice

refeence abvIn aedtrie h eiei usatially eqtiilent (for the indications

[or1 use stalted inl thie eclosure) to legajlly marketed predicat l\ie akee nitrtt

comm11erce prior to May 28, 1976. the ectuei daeo teMdia0evc edeLs ft

devices thalt hatve been reclassified inl accordanllce \vith thle prOvisionls of thle Federal FodIDui

and( Cosmletic Act (Act) thalt do0 notL requI~ire apprO\1'al of a' premar ket appr,)ovalj app~i cationl (PM\,A).

YOU may, therefore, market the device, subject to the general contr-ols piov'iioii5 of the Act. T he

g eneral conitrols provisionls offthe Act inIcILClude reqirementls for annual registrattion, liStinll of

devices, uoo0d manufaJ' cturling p~ractice, labeling, and prohibitions; againlst misbranldinit and

11f your device is cilassI ild (See Above) into either class 11 (Special Colro Is) or class Ill (P IA).

i ma be subject to additional controls. Existing major r'eglaltionls al'tecinizq your device canl he

founld inl the Code of Federal RetolhtiOnS,. Title 211, Parts 80h) to 898. lIn addition. FDA iwy

publish furtherc aniiollluncelts conceringll Your de\'ice inl the Federal Rgi .
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Please be advised tOit FIDA's issuance oF a substantial equivalence determnation does not mean
that FDA has nuide a lete-rinon that y'our devie complies With other retCiLniii5olu 0t the Act

or any 1-ederal statutes and regulations administered by other F ederal agcies. You must

comply \\ith aill the Act's requirements, including, but not limited to: rem stration andl listing (2 1

CFR Part SUP:) label ing (2 1 CFR Part 141); medical device ireporti ng (reportn OF at mdical

device-relaed adMerse eve is) (2 1 C FR 803); good incinu I e a iing practice requLirements as set

forth in the cqual ity systems (OS) regulation (21 CI2R Prt SDI) and iF applicable, the elecronic

produact iadi tion control piox sions (Sections 53 1-542 of tdc Act): 2f CFR 10)00- 1050,.

11 yoa desiire speciflie advic loi youir device Onl our laheliiv' iCetilation (21 CFR Part So I ). Please

go to hrtpI \V.~ I da .guov!\boutl'f ACetesfes.CDdFCRlOic/u I 15S09.I t n~ fori

the C ce lor Devices and Radiological Healths (CDRI I Offce of Compliance. A-lso, please

note the 1CaUlatiOn1 entitled, NMsbi inding by reieren ce to pi emarket notiFication'' (2 1 CFR Part

807.97). For cquestioins regarding the reporting of adverse events tide lie IDRZ regulation (21
C FR Part 803), please go to
hitr 'v//ww. FAwzo/Medlical evcesSa0ctv/Re POrtaPrOblema/defahitn or 11 0 the CDRI-l Office
of Surveillnce and Biometrics/Division oF Postmnarket Surveillanice.

You may obtaiii other general information on your responsibilities under the Act from the
Division Of Small N'anuFacturers. International and Con1sumer Assistance at itS toll-lice number
(W00 638-2041 or (301) 796-71.00 Or at its Internet address
[i tp sww~ao/ lDCV ices/ResoU Lrcesfor~ou/lncus trw/defal I in.

Sincerely yours,.--

Director
Division of Card iovas'ca I a Devices
Office of Device Eval uat ioni

Center For Devices and
Radiological H-eal th

Enclosure
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Appendix B

Indications for Use Statement

5 1 0(k) Number (if known):

Device Name: PulsioFlex Monitoring System with Optional Ce Vox TMAccessories

Indications for Use:

With the optional CeVoxM oximetry module connected to a compatible PulsioFlex oximetry
probe, PulsioFlex measures oxygen saturation to assess oxygen delivery in adults.

The following tabular shows the parameters measured by the PulsioFlex monitor and its
specifications:

Label Unit Lower Limit Upper Limit Accuracy* Remark
iS02  I% I 1 99 + 2% IValid from 40-99% I

SV0 2  %1 99 ±2% Valid from 40-99%
SCV0 2  %1 99 ±2% Valid fr-om 40-99%

Prescription Use __X Over-The-Counter Use ___

(Pant 21 CFR 801 Subpart D) AND/OR (21 CFR 80 1 Subpart C)

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