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510(k) Summary JUL 2 0 2007

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.

The assigned 5 10(k) number is:___

1 . Submitter Ortho-Clinical Diagnostics, Inc.
name, I100 Indigo Creek Drive
address, Rochester, New York 14626-5 101
contact (585) 453-4041

Contact Person: Marlene A. Hanna

2. Preparation Date Special 5 10(k) prepared: June 29, 2007
date

3. Device Trade or Proprietary Name:
name VITROS Chemistry Products Cl Slides

Common Name: chloride test
Classification Name: Chloride test system (21 CFR 862.1170)

VITROS Chemistry Products Calibrator Kit 2
Common Name: calibrator
Classification Name: Calibrator (21 CFR 862.1150)

4. Predicate The VITROS Chemistry Products Cl- Slides (modified) and VITROS Chemistry
device Products Calibrator Kit 2 are substantially equivalent to the VITROS Chemistry

Products Cl- Slides (current slide) and VITROS Chemistry Products Calibrator Kit 2.

Continued on next page
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510(k) Summary, Continued

5. Device The VITROS Chemistry Products C[ Slide assay is performed using the VITROS
Description Chemistry Products Cl Slide and the VITROS Chemistry Products Calibrator Kit 2 on

the VITROS Chemistry Systems. The VITROS Cl' Slide is a multilayered, analytical
element coated on a polyester support that uses direct potentiometry' for measurement
of chloride ions. All reactions necessary for a single quantitative measurement of
chloride take place within the multi-layered analytical element of a VITROS
Chemistry Products ClI slide. The slide consists of two ion-selective electrodes, each
containing a protective layer, a silver layer and a silver chloride layer coated on a
polyester support. The protective layer inhibits interference from normal levels of
bromide and uric acid

VITROS Chemistry Products Cf- Slides use ion-selective electrodes for potentiometric
measurements of ionic chloride. Ionic chloride determinations are made by
simultaneously depositing 10 uL each of a reference fluid and a sample fluid on
separate halves of the VITROS Chemistry Products Cl- slide. The electrode receiving
the reference fluid is identified as the reference electrode. A paper bridge connects the
reference electrode and the indicator electrode, which receives the sample fluid. A
stable liquid junction between the two fluids is formed in the paper bridge in
approximately 20 seconds. The chloride ions in the tested reference and sample fluids
migrate to the silver/ silver chloride layers and establish equilibrium.

After a 2 or 3-minute (depends on the VITROS Chemistry System used) incubation
period, the electrometer in the VITROS Chemistry System measures the potential

difference between the reference and indicator electrodes. Each electrode responds to
the activity of chloride ions in the respective fluids to produce a potential for the
concentration cell. The VITROS Chemistry System's microcomputer uses this
measurement and the stored calibration parameters to determine the concentration
value of the chloride ion in the sample fluid. The test result is reported in millimoles
per liter (mmol/ L).

VITROS Chemistry Products Calibrator Kit 2 contains four levels of lyophilized
standards with corresponding diluents. The standards are prepared from processed
bovine serum to which bovine cholesterol, chicken egg yolk, inorganic salts,
electrolytes, buffers, stabilizers, and preservatives have been added. The companion
diluents are prepared from processed water to which inorganic salts have been added.
In addition, Calibrator 4 Diluent contains 0.5 M diethylaminoethanol and 0.01 M
(ethylenedinitrilo) tetraacetic acid.

The VITROS System and reagents are designed specifically for use with the VITROS
Chemistry Products range of products.
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6. Device VITROS Chemistry Products Cl Slides
intended For in vitro diagnostic use only. VITROS C[ Slides quantitatively measure chloride
use (Cl-) concentration in serum and plasma.

VITROS Chemistry Products Calibrator Kit 2
For in vitro diagnostic use only. VITROS Calibrator Kit 2 is used to calibrate the
VITROS Chemistry Systems for the quantitative measurement of CHOL, C[, ECO2,
HDLC, K®, Nat, and TRIG.

Continued on net page
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510(k) Summary, Continued

7. Comparison The VITROS Chemistry Products ClI Slide (modified) and VITROS Chemistry

to predicate Products Calibrator Kit 2 are substantially equivalent to VITROS Chemistry

device Products Cl Slide and VITROS Chemistry Products Calibrator Kit 2, which were
Cleared by the FDA for in vitro diagnostic use.

VITROS Chemistry Products Cf Slide: (K800054, cleared February 5, 1980)

VITROS Chemistry Products Calibrator Kit 2: (K012593, cleared August 30, 2001).

Table I lists the characteristics of the tests performed using the VITROS Cl Slide
(modified) and the VITROS CF Slide (current).

Table 1. List of VITROS Chemistry Products CY Slide Characteristics: Comparison to Predicate Device

Device New Device Predicate Device
Characteristic VITROS Chemistry Products CI- Slide VITROS Chemistry Products CI- Slide

(Modified) (Current)
Intended Use No Change. For in vitro diagnostic use only.

VITROS ClI Slides quantitatively measure chloride
(CI) concentration in serum and plasma.

Fundamental scientific No Change. Dry, multilayered slide utilizing direct

technology potentiometry
Reactive Ingredients No Change. Silver 0.4 mg and silver chloride 0.2 mg

per cm 2 _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _

Sample type No Change. Serum , plasma
Instrumentation No Change. VITROS 250, 550, 750, 950 and 5, IFS Series

Analyzers
Manufacturing Magnetic sputter deposition Electron beam evaporation
Process of the ISE
baseweb* (Ag/AgC1
and Support Layers of
the Cl Slide)
Composition of ISE Ag/AgCI concentration: No change Ag/AgCI concentration: Silver 0.4 mg and silver

baseweb component Nickel Stripes: NiCr (80% Nickel, 20% Chromium) chloride 0.2 mg
Nickel Stripes: Ni (99+% Nickel)

*ISE (Ion-Selective Electrode) baseweb= Polyethylene terephthalate film (substrate used for metallized film)
coated with silver (Ag)/ silver chloride (Ag/Cl) and striped with nominal nickel (Ni) stripes. The "ISE baseweb"
refers to the Ag/ AgC1 with nickel stripes layer and support layer of the VITROS Chemistry Products Cf Slide.

No modifications were made to VITROS Chemistry Products Calibrator Kit 2.

Continued on next page
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510(k) Summary, Continued

8. Conclusions The information presented in the premarket notification demonstrates that the
performance of the VITROS Chemistry Products Cl' Slides (modified) for use
with human serum and plasma is substantially equivalent to the cleared predicate
device.

Equivalence was demonstrated using manufactured slides along with patient and
quality control samples with measured chloride values spanning the assay range.

The information presented in the premarket notification provides a reasonable
assurance that the VITROS Chemistry Products CI Slides (modified) for use with
human serum and plasma is safe and effective for the stated intended use.
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Indication for Use

510(k) Number (if known): K071801

Device Name: VITROS Chemistry Products Cl- Slides

Indication For Use: For in vitro diagnostic use only. VITROS C1- Slides quantitatively
measure chloride (CI) concentration in serum and plasma. Chloride measurements are
used in the diagnosis and treatment of electrolyte and metabolic disorders such as cystic
fibrosis and diabetic acidosis.

Prescription Use X And/Or Over the Counter Use__
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LiNE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) k o qIEC I
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Indication for Use

510(k) Number (if known):KO71801

Device Name: VITROS Chemistry Products Calibrator Kit 2

Indication For Use: For in vitro diagnostic use only. VITROS Calibrator Kit 2 is used to
calibrate the VITROS Chemistry Systems for the quantitative measurement of CHOL, Cl-,
ECO2, HDLC, K+, Na+, and TRIG.

Prescription Use X And/Or Over the Counter Use
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

Division Sign-OffA
Office of In Vitro Diagnostic Device
Evaluation and Safety
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