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Dear Dr. Sulley:

We have reviewed vour 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 staied in the enclosure) to legally marketed predicate devices marketed in inlerstaie
commerce prior 1o May 28, 1976, the enactment date of the Medical Device Amendments, or o
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 ol the Actl. The
general controls provisions of the Act include requirements for annual registration, fisting of
devices, good manutacturing practice, abeling, and prohibitions againsl misbranding and
adulteration.

It your device is classilied (sec above) into either class [1(Special Controls) or class L (PMA).
it may be subject 1o additional controls. Existing major regulations alfecting your device can be
found in the Code of Federal Reuulations, Title 2%, Parts 800 to 898, In addition, FDA may
publish further announcements concerning your device in the Federad Register.
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Please be advised thal FDA’s isstance ol a substantial equivalence determination does not meai
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal stututes and regulations administered by other Federal agencies. You must
comply with all the AcU's requirements, including, but not timited 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 sel
forth in the quality sysiems (QS) regulation (21 CFR Part 820); and if appiicable. the clectronic
product radiation control provisions {Sections 331-342 of the Act); 21 CFR 1000-1050.

[ vou desire specific advice for your device on our labeling regulation (21 CFR Part 801), please .
00 10 hup:/Awww. [du.goviAboul FDA/CentersOffices/ CORH/CORHO Hices/uem FISB0 hiny for
the Center tor Devices and Radiological Health’s (CDRH's) Office ol Compliance. Also, please
note the regulation entitted, "Misbranding by reference to premarket notification” (21CER Part
807.97). TFor questions regarding the reporting of adverse events under the MDR regulation (21
CFR Purt 803), please go to

iy fwww fda.ooviMedicul Devices/Sufety/ReportaProblem/de faul L htn for the CORHs Otfice
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 Assislance at iis toll-tfree number
(800) 638-2041 or (301) 796-7 100 or at ils [nternet address
hiln:/www. (da.cov/Medical Devices/ResourceslorYou/Industry/defaull.him.

Sincerely yours,j/

-~

Bram D. Zuckur;fan_j_l'\"i_l).

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Appendix B
Indications for Use Statement

510(k) Number (if known):
Device Name: PulsioFlex Monitoring System with Optional CeVox ™ Accessories

Indications for Use:

With the optional CeVox™ 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
S0, % 1 99 +2% Valid from 40-99%
SvO, % 1 99 +2% Valid from 40-99%
Scv0, % 1 99 +2% Valid from 40-99%
Prescription Use __ X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrenc DRH, Office of Device Evaluation (ODE) -
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