
Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being
submitted in accordance with the requirements of SMDA 1990 and 21
CFR 807.92. JUL 6 2006

The assigned 5 10(k) Number is: fO 6f / /3 7

Submitter's Name and Address

Bayer Healthcare LLC
511 Benedict Avenue
Tarrytown, NY 10591
Establishment Registration Number: 2432235

Contact Person: Andres Holle
Telephone: 914-524-3494
Fax: 914-524-2500
e-mail: andres.holle.bgbayer.com

Contract Manufacturer
Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645-0307
Establishment Registration: 1181121

Device Name: ADVIA® IMS PSA Calibrator and
ADVIA® IMS cPSA Calibrator

Proprietary/Trade Name ADVIA® IMS PSA Calibrator and
ADVIA® IMS cPSA Calibrator

Common Name: Calibrator Material
Classification Name: Calibrator
Classification: Class II
Regulation Number: 21 CFR 862.1150
Panel: Chemistry (75)
Product Code: JIT



Predicate Device:
Lipoprotein Calibrator
Premarket Notification Number: K051619

Device Description:

The Bayer ADVIA® IMS PSA Calibrators and ADVIA® IMS cPSA
Calibrators are for values of calibrator material prepared
in bovine serum with non-serum constituents added.

The analytes currently in the calibrator material are:
PSA in the ADVIA® IMS PSA Calibrator
cPSA in ADVIA® IMS cPSA Calibrator

Intended Use:

For in vitro diagnostic use in the calibration of quantitative PSA
assays on the ADVIA®& IMS system.

For in vitro diagnostic use in the calibration of quantitative
complexed PSA assays on the ADVIA® IMS system.

Substantial Equivalence:
The ADVIA® IMS PSA and cPSA Calibrators are substantially
equivalent in intended use, storage and handling, stability, source
material, and instructions for use as the previously cleared Bayer
Lipoprotein Calibrators.












