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JUN 29 20D

Premarket Notification 510(k) Summary
As required by section 807.92

Datex-Ohmeda OXY-AFR Sensor

GENERAL COMPANY INFORMATION as required by 807.92(a)(1)

COMPANY NAME/ADDRESS/PHONE/FAX:

Datex-Ohmeda, Inc
1315 W Century Dr
Louisville, Colorado 80021 USA
FDA Registration No. 1719176.
Tel: 303-666-7001
Fax: 303-665-9176

NAME OF CONTACT:

Mr. Joel Kent
Datex-Ohmeda
86 Pilgrim Road
Needham, MA 02492 USA
Tel: 781-449-8685
Fax: 781-433-1344

DATE:
October 17, 2004

DEVICE NAME as required by 807.92(a)(2)

TRADE NAME:

Datex-Ohmeda OXY-AFR Sensor

COMMON NAME:

Reprocessed Pulse Oximetry Sensor

CLASSIFICATION NAME:

The following Class II classifications appear applicable:

73 NLF (Reprocessed) Oximeter 21 CFR 870.2700
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NAME OF LEGALLY MARKETED DEVICE FOR WHICH A CLAIM OF SUBSTANTIAL

EQUIVALENCE IS MADE as required by 807.92(a)(3)

The Datex-Ohmeda OXY-AFR Sensor is substantially equivalent in safety and effectiveness to the

legally marketed (predicate) Datex-Ohmeda OXY-AF SENSOR (K021265).

DEVICE DESCRIPTION as required by 807.92(a)(4)

This OXY-AFR sensor has a sensor head, consisting of a red LED and two infrared LEDS

mounting on a leadframe, wired to a detector with a 1 meter cable and custom "happisnap"

connector. There are two optical windows where the LED light is transmitted between the

detector and LEDS. These components are packaged in a heat sealed package. The OXY-AFR is

identical to the OXY-AF sensor with the exception of the new patient window adhesive. The

OXY-AFR Sensor is for use in small adult and pediatric patients in the hospital, ICU, anesthesia,

respiratory therapy, and during transport.

The Datex-Ohmeda OXY-AFR Sensor has the following differences when compared to the Datex-

Ohmeda OXY-AF predicate device. The OXY-AFR sensor is a reprocessed OXY-AF sensor

During reprocessing the used OXY-AF sensor is tested, cleaned, inspected and decontaminated.

After decontamination new patient adhesive is installed over the optical windows and the

reprocessed sensor is repacked with new removable tape. The OXY-AFR Sensor and the predicate

OXY-AF SENSOR have the same performance specifications. The changes in the labels and

instructions for use were made to add the reprocessed part numbers and name of the new device to

the IFU. No changes in the warnings, cautions or contraindications have been made.

INTENDED USE as required by 807.92(a)5)

Intended use:
The reprocessed AllFit Oximetry sensor, OXY-AFR, is a single-patient-use, adhesive sensor for

short-term or long-term monitoring of functional oxygen saturation and pulse rate

Indications for use:
The reprocessed AllFit Oximetry sensor, OXY-AFR, is a single-patient-use, adhesive sensor for

short-term or long-term monitoring of functional oxygen saturation and pulse rate. The device is

indicated for use by qualified medical personnel only.
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SUMMARY OF TECHNOLOGICAL CHARACTERITICS OF DEVICE COMPARED TO THE

PREDICATE DEVICE as required by 807.92(a)(6)

The Datex-Ohmeda OXY-AFR Sensor is substantially equivalent in safety and

effectiveness to the legally marketed (predicate) Datex-Ohmcda OXY-AF SENSOR

(K04083 1).
The Datex-Ohmeda OXY-AFR Sensor has the following similarities to the Datex-Ohmeda

OXY-AF SENSOR predicate device:
-have the same indicated use
-have the same fundamental scientific technology and use the same operating principle

-are manufactured using the same processes
-constructed of identical materials except for the patient window adhesive which is

equivalent to the original window adhesive
The Datex-Ohmeda OXY-AFR Sensor has the following differences when compared to the

Datex-Ohmeda OXY-AF SENSOR predicate device:
-The OXY-AFR sensor is a reprocessed OXY-AF sensor.

-The patient window adhesives are different but equivalent.
In summary, the Datex-Ohmeda OXY-AFR Sensor, described in this submission is

substantially equivalent to the predicate OXY-AF SENSOR (K04083 1).

SUMMARY OF NONCLINICAL TESTING FOR THE DEVICE and CONCLUSIONS as required by

807 .92(b)( 1Y)3)

Datex-Ohmeda OXY-AFR Sensors are normally used and installed by a trained nurse or doctor.

Necessary precautions and warnings are stated on the instructions for use. The Verification and

Validation data, safety testing report and Accuracy testing is included.

The decontamination process validation was conducted and this report is included.

Biocompatibility summary and testing reports are included as well.

CONCLUSION:

The summary above shows that there are no new questions of safety and effectiveness for the

Datex-Ohmeda OXY-AFR Sensor as compared to the predicate device.









Indications for Use

510(k) Number (if known):

Device Name: Datex-Ohmeda OXY-AFR Sensor

Indications for Use:

The reprocessed AliFit Oximetry sensor, OXY-AFR, is a single-patient-use,

adhesive sensor for short-term or long-term monitoring of functional oxygen

saturation and pulse rate. The device is indicated for use by qualified medical

personnel only.

Prescription Use X 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)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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