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Subject Device: SEDLine Sedation Monitor with Frontal PSI and SEDTrace EEG Electrode Set

Classification: Class II, 21 CFR Padt 882.1400, Electroencephalograph
Class II, CFR 21 Part 882.1320, Cutaneous Electrodes

Intended Use: The SEDLine Sedation Monitor is indicated for use in the operating room (OR),
intensive care unit (1CU), and clinical research laboratory. It is intended to
monitor the state of the brain by real-time data acquisition and processing of EEC
signals. The system includes the Patient State Index (PSI), a proprietary
computed EEC variable that is related to the effect of anesthetic agents.

Description: SEDLine is an EEG monitor designed for use in the OR, ICU, EEG laboratory and
for clinical research. It provides the ability to acquire and display real-time EEC
waveforms, process the real time EEC data using digital signal processing
techniques, display the processed EEG data in several different formats, and
archive the real-time or processed EEC data for future review.

The SEDLine System consists of five components, the monitor, PSI algorithm,
amplifier, patient cable and SEDTrace EEC Electrode Set. The device performs
automatic self tests upon power up to ensure that the monitor and its components
are functioning properly.

Monitor
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The monitor provides signal processing and display capabilities for the 4 channels
of real-time EEG data acquired from the preamplifier.

The monitor dimensions are 9" W x 8" H x 6" D. The color display area is 38" H x
5.2" W. In addition to the display area, the front panel is configured with a
number of buttons to allow for configuration of the display and data acquisition
settings. The monitor includes a base and a clamp that can be used to secure
the unit on a flat surface or on a pole (respectively).

The processor is a PC-based CPU that processes the EEG data, calculates the
processed parameters and displays the real-time EEG data and processed data.
Processed parameters include Electromyograph (EMG), Artifact (ART),
Suppression Ratio (SR), and the Patient State Index (PSI).

The monitor is powered through either standard wall outlet through a power cable
or by the internal back-up battery power.

PSI Algorithm

The PSI algorithm in the SEDLine Monitor is used to convert EEG acquired from
four active (F7, FS, Fpl and Fp2), ground (FpZ) and reference (AFZ) into a
proprietary index, the PSI. The PSI is an EEG variable that is related to the effect
of anesthetic agents.

Patient Module

The patient module is an electrically isolated, low noise, high gain, analog to
digital signal converter that can process up to 4 channels of real-time data.

The preamplifier dimensions are 4.25" W x 1 75" D x 5.5" H. The patient module
includes a clamp that can be used to secure the unit. The clamp can
accommodate a pole, bed rail or bed sheet with a thickness of up to 1". The
preamplifier is connected to the patient and monitor through flexible, shielded
cabling.

Patient Cable

The patient cable is used to connect the patient module to the SEDTrace. The
cable is 6 feet in length and terminated on one end with a 12 pin round connector
design to mate with the patient module, and on the other end with a custom
connector designed to mate with the SEDTrace.

SEDTrace

The SEDTrace is an EEG Electrode Set designed for use with the SEDLine
System. It is comprised of six EEG electrodes that are located in a flexible
substrate. The SEDTrace connects to the patient cable with a custom connector.

Predicate Device: SEDLine Sedation Monitor with Frontal PSI (K033999)
PSArray 2 EEG Electrode Set (K020670)

Similarities: The subject device is similar to the predicate device in the following way(s):

a. Both systems are EEG monitors.
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b. Both systems provide a variety of processed parameters, EMG, SR, ART and
PSI.

c. Both systems include the PSI, a proprietary computed EEG variable that is
related to the affects of anesthetics.

d. Both conduct self tests at start up to assure that the device is operating.

e. Both electrodes use the same materials.

f. Both electrodes collect data from the same electrode locations.

Differences: The subject device is different from the predicate device in the following way(s):

a. The connection system from the electrode set to the patient cable has been
modified.

Test Results: The following tests have been conducted in order to verify and validate the
device: software, mechanical and electrical validation testing and EMC testing.

The PSA4000 has been testing in accordance with the following standards.

* UL 60601-1

C GSA 22.2 No. 60601-1

I lEC 60601-1

* IEC 60601-2-26

FDA Reviewer Guidance for Premarket Notification Submissions, Section 7,
Electromagnetic Compatibility dated November 1993.
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