






510(k) Summary of Safety & Effectiveness, Continued

Device Oximeter sensors are used with compatible pulse oximeters to noninvasively
Description continually monitor oxygen saturation and pulse rate. The primary

components of the sensors are light-emitting diodes (red and infrared LED)
and a photosensor. These components are embedded within a taping system
to wrap the sensor around a patient's finger, foot or hand so that the LED and
photosensor are directly opposite each other. As light is emitted and received
across the vascular bed, the rates of absorption at the two wavelengths vary
depending upon the ratios of oxygenated and deoxygenated hemoglobin
within the blood. The pulse oximeter detects the changes in absorption and
utilizes an algorithm to calculate the corresponding pulse rate (beats/minute)
and percent arterial oxygen saturation.

Vanguard receives previously used oximeter sensors from healthcare
facilities; cleans, reworks, (replaces the tape [all patient-contacting
materials]), inspects, tests, repackages and sterilizes the devices; and returns
them to the healthcare facility.

Technological The Vanguard reprocessed oximeter sensors are essentially identical to
Characteristics the currently marketed OEM sensors. No changes are made to the currently

marketed device's specifications and they possess the same technological
characteristics. Biocompatibility and performance/functional testing
demonstrate that the devices are equivalent and continue to be safe and
effective for their intended use.

Test Data Sterilization validations, and functional/performance and biocompatibility
testing demonstrates that the reprocessed devices perform as intended and are
safe and effective.

Conclusion Based on the information provided herein and the 510(k) "Substantial
Equivalence" Decision Making Process Chart, we conclude that the Vanguard
reprocessed pulse oximeter sensors are substantially equivalent to the
predicate devices, Mallinckrodt, Inc., Nellcor Oxisensor® II Sensors,
under the Federal Food, Drug and Cosmetic Act.
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Indications for Use 

510(k) Number: w ( Z S C l L ? .  

Device Name: Vanward Reprocessed Pulse Oximeter Sensors 

Indications for Use: 

The sensor is indicated for use in continuous noninvasive arterial oxygen saturation and 
pulse rate monitoring. 

Prescription Use J 
(Per 21 CFR 801.109) 

OR Over-The-Counter Use 

(Optional Format 1-2-96) 
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