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Trade Name: 1. Reprocessed Oxisensor II Sensor
2. Reprocessed OxiMax Sensor

Common/Usual Name: Oximetry Sensor

Classification Name: Oximeter, NLF per 21 CFR §870.2700

Substantially Equivalent Sensors cleared with:
Devices: Nellcor N-395 Pulse Oximeter, K993637 and

OxiMax Pulse Oximetry System with N-595 Pulse
Oximeter, K012891

DEVICE DESCRIPTION

The Reprocessed Nellcor Oxisensor and OxiMax Sensors are designed for use with
Nellcor and Nellcor-licensed pulse oximetry monitors that provide continuous
noninvasive measurement of pulse rate and arterial oxygen saturation. The sensor
contains three optical components: two light emitting diodes (LEDs) that serve as light
sources and one photodiode that acts as a light detector. Both the LEDs and the
photodiode are contained within a laminated envelope with an adhesive bandage for
attachment to a patient. Attached to a laminated envelope is a sensor cable which
terminates in a connector element that connects to the oximeter.

The sole difference between the OxiMax sensors and the Oxisensor II sensors is the
OxiMax sensors each contain a memory chip carrying information about the sensor
which the oximeter needs for correct operation, including in sensor data, Advanced
Signal Evaluation, lot code and data set revision, and sensor model.
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INDICATIONS FOR USE

The Reprocessed Oxisensor II and OxiMax Sensors are intended for the continuous
noninvasive monitoring of functional oxygen saturation of arterial hemoglobin (SpO2)
and pulse rate. They are intended for use with neonatal, pediatric, and adult patients
during both no motion and motion conditions and for patients who are well or poorly
perfused, in hospitals, hospital-type facilities, intra-hospital transport, and home
environments.

SUMMARY OF TECHNOLOGICAL CHARACTERISTICS OF THE DEVICE COMPARED

TO THE PREDICATE DEVICES

The technological characteristics of the subject devices and the predicate devices are
identical. The predicate devices and the Reprocessed Oxisensor II and the OxiMax
Sensors contain a photodetector that senses the signal strength of two wavelengths of
light, which vary with the amount of light transmitted through the tissue. The
Reprocessed Oxisensor II and OxiMax Sensors meet the same performance requirements
as the predicate devices.

CONCLUSIONS

The technological characteristics of the Reprocessed Oxisensor II and OxiMax Sensors
and the results of bench tests and laboratory tests do not raise new questions of safety or
effectiveness when compared to the legally marketed predicate devices. The
technological characteristics of the Reprocessed Oxisensor Ils and the OxiMax Sensors
are identical in all aspects to those of the predicate devices.
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