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Summary of Safety and Effectiveness 3(3Z5
Architect MasterCheck Controls (PSA and PSA Free)

1.0 Submitter

Bio-Rad Laboratories
9500 Jeronimo Road,
Irvine, California 92618-2017
Telephone: (949) 598-1200
Fax: (949) 598-1557

Contact Person

Maria Zeballos
Regulatory Affairs Specialist
Telephone: (949) 598-1367

Date of Summary Preparation

August 26, 2004

2.0 Device Identification

Product Name:
u Architect Free PSA MasterCheck
u Architect PSA MasterCheck

Common Name: Multi-analyte Controls, (Assayed and unassayed)

Classifications: Class I

Product Code: JJY

Regulation Number: 21 CFR 864.1660

3.0 Device to Which Substantial Equivalence is Claimed

Architect Progesterone MasterCheck
Abbott Laboratories
Abbott Park, IL 60064

510 (k) Number: K990393

4.0 Description of Device

These are liquid products prepared from HEPES buffer with protein (bovine), constituents

of human origin, stabilizers and preservatives. (Level 0 does not contain preservatives or
constituents of human origin).

5.0 Intended Use

Architect MasteChecks are intended for use in the verification of sensitivity, calibration
linearity and reportable range of the Free PSA or Total PSA assay on the Abbott
ARCHITECT [ System.
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6.0 Preservatives:

Architect MasteChecks do not contain sodium azide as a preservative. They contains a
broad-spectrum anti-microbial cocktail as a preservative where the concentration of any
one ingredient is less than 0.1%. At this low level, these ingredients are not expected to
cause a health hazard to the user. And thus, domestic and international regulations do
not require this type of information on the vial or box label.

7.0 Comparison of the new device with the Predicate Device

The new Architect MasterCheck products claim substantial equivalence to the Architect
Progesterone MasterCheck currently in commercial distribution (K990393). The new
Architect MasterCheck products contain either Free PSA or Total PSA analyte.

Table 1. Similarities and Differences between new and predicate device.

Bo-Rad Laboratories Abbott Laboratories
Architect Free PSA MasterCheck Acitect Progesterone MasterCheck

Characteristics Architect PSA MasterCheck
(New Device) (Predicate Device K990393)

Similarities

Intended Use Free PSA MasteCheck is intended for Total PSA MasteCheck is intended for Progesterone MasteCheck is intended for use in the

use in the verification of sensitivity, use in the verification of sensitivity, verification of sensitivity, calibration linearity and
calibration mineanty and reportable calibration linearity and reportable range reportable range of the Progesterone assay on the
range of the Free PSA assay on the of the total PSA assay on the Abbott Abbott ARCHITECT iSystem.
Abbott ARCHITECT t stem ARCHITECT S stem.

Form Liquid Liquid

Open Vial 3 days at 2°C to 80C 3 days at 2°C to 8C

2°C to 8°C 2°C to 8=C
Storage Stability

(Unopened) Until expiration date Until expiration date

Differences

Matrix HEPES buffer with protein (bovine) Human Serum

AlsContains the following analyte: Contains the following analyte:
Analytes

Free PSA (Architect Free PSA MasterCheck) Progesterone

Total PSA (Architect Total PSA MasterCheck)

1.0 STATEMENT OF SUPPORTING DATA

Stability studies have been performed to determine the open vial stability and shelf life for
these products. Product claims are as follows:

* Open vial Stability: 3 days when stored tightly capped at 2 to 80C.

* Shelf Life: Twelve months when stored at 2 to 8 °C

All supporting data is retained on file at Bio-Rad Laboratories.
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