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Mennen Medical Ltd.,m ennen edical 4 Hayarden Street, Yavne 81228
PO Box 102, Rehovot 76100
Israel

Tel.: +972-8-9323333
Fax: +972-8-9328510

Date: 24 February, 2004

Topic: 510(k) Safety and Effectiveness Summary as per 21 CFR Section 807.92(c)

Envoy Patient Monitor - new Spirometry module:

Establishment Name, Registration Number and Address:

Name: Mennen Medical Ltd.

Registration Number 9611022
Operator Number: 9011766
Address: 4 Ha-yarden Street, Yavne, 81228, Israel

Postal Address: PO Box 102,
Rehovot, 76100, Israel

Tel: +972-8-9323333
Fax: +972-8-9328510

Contact person: Asher Kassel, Director of Regulatory Affairs

To: Food and Drug Administration
Center for Devices and Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville MD, 20850

Attn.: Document Control Clerk

From: Asher Kassel, Director of Regulatory Affairs

Product Name:
Proprietary: ENVOY
Common: Physiological Patient Monitor

Mennen Medical Part Number: 550-010-000 (full system)
554-000-010 (CPU only)

New Envoy Spirometry module P/N: 551-137-000
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FDA Classification of Envoy Patient Monitor:
Classification Name: Arrhythmia Detector and Alarm

Classification Number: 21 CFR 870.1025

Classification: Class III

Product Code: 74 DSI

FDA Classification of new Spirometry module:

Classification Name: Monitoring spirometer

Classification Number: 21 CFR 868.1850

Classification: Class 11

Product Code: BZK

Performance Standards:
None promulgated

Voluntary Standards:
*IEC 60601-1:
General Requirement for Safety for Medical Electrical Systems - part 1, (1988);

Amendment 1 - 1991-11;

Amendment 2 - 1995-03

*IEC 60601-1-2 (2001):

General Requirement for Safety
Collateral Standard: Electromagnetic compatibility - Requirements and tests.

Predicate Device:

METEOR Respiratory Mechanics Monitor(s) - K01 1784.

Device Description - Envoy Patient Monitor:

The Envoy is a multiparameter physiological patient monitor consisting of a main processing

unit, a mountable color monitor, and a module rack housing the various Mennen Medical

plug-in vital signs modules. The modules monitor the patient's vital signs. Up to six internal

modules can be plugged into a module rack. The Envoy can accommodate two module racks.

The vital sign data derived from the modules by the Envoy are presented on the monitor as

waveform and numeric displays.

The Envoy vital signs modules acquire vital signs data from the patient, and display their

waveforms and alarms indications on the Envoy display unit. Vital signs and waveform

information are displayed simultaneously on the Envoy Display Unit. Up to 8 traces can be

displayed at any one time.

The Envoy is a reusable, software driven, patient monitor, intended for use as part of a

physiological monitoring system in a hospital environment. As such, it is not a life supporting,

nor life-sustaining device; nor is it implantable and therefore sterility is not a consideration.
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The Envoy is not a kit and does not contain any drug or biological products.

The Spirometry module of the Envoy patient monitor is not sold as a stand-alone spirometry

device, but as part of a multiparameter physiological patient monitoring system (ENVOY).

In Chapter 1 of the Envoy Operating Manual, the following Prescription Notice appears:

"Federal United States law restricts the sale and use of this instrument to qualified medical

personnel only".

Intended Use and Functional Description and of the New Envoy Spirometry module:

Intended Use of the Spirometry module:

The Spirometry module is used to provide an objective measurement of lung function.

The Spirometry module is intended for use in the hospital clinical environment only (e.g. in the

RICU). The module is used for the continuous monitoring of mechanically ventilated adult and

pediatric patients; or for adult and pediatric patients able to breathe spontaneously. In both

cases, breathing is via a tracheal tube or mask. The module is to be used only for patients with

tidal volumes greater than 100 ml.

Functional Description:

The spirometry module can measure the following:

a) Expiratory Vital Capacity (EVC): The maximum volume of gas which can be expired from

the lungs during a relaxed expiration from a position of full inspiration.

b) Inspiratory Vital Capacity (IVC): The maximum volume of gas which can be inspired into the

lungs during a relaxed inspiration from a position of full expiration.

The expiratory phase is the one more comnonly used to measure obstruction and restriction

within the lungs.

Intended Use of the Envoy Patient Monitor:

The Envoy is intended for use as a multiparameter monitoring system.

The Envoy can monitor ECG/heart rate, two invasive blood pressure channels, two temperature

channels, pulse oximetry, respiration, non-invasive blood pressure, etCO2 and Spirometry.

This effectively allows the Envoy to monitor a wide-range of adult, pediatric and neonatal

patient conditions, in many different areas of the hospital.

The Envoy also includes a spirometry module intended for continuous monitoring of adult and

pediatric patients with tidal volumes greater than IOOmL. Functions include display of

multiparameter waveforms, vital signs, and status messages.
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Summary of the technological characteristics of the new Envoy Spirometry module

(incorporating OEM technology for a Respiratory Mechanics System):

The following tables summarize data on the Mennen Medical new Envoy Spirometry module:

Envoy Spirometry Module

Part Number: 551-137-000

Monitored *Air Flow signal

Parameters: *Volume signal

*Airway pressure

Module size: Single slot
Height: 10.0cm (4.0 in)

Width: 4.0 cm (1.6 in)

Depth: 14.0 cm (5.5 in)

Monitored parameters Envoy Spirometry module

Yes

Vt ~~~~~~~~~es

PIP Yes

PEEP Yes

MAP Yes

Plat Yes

PF i Yes

PF e Yes

RR Yes

Ve Yes

L:E Yes

COMP Yes

RES Yes

RSBI Yes
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Alarm Indications Envoy
Spirometry module

Clinical Alarms for Visual & Sound Alarms
derived parameters

Specifications Envoy
Spirometry module

Degree of protection Type BF applied part

against electrical shock

Sampling

OEM Airway Adapter/ Envoy

Flow sensor Spirometry module

Flow Range: ___ ___ __ 2 - 180 1pm (33 - 3000 ml/s)

Accuracy: + 5 % reading, or 0.5 1pm

Dead Space: 6.9 ml

Connections: Airway - 15 mm ID/22 mmOD patient end by 15 mm ID
ventilator end (ISO 5356-1) Proprietary Smart connector.

Tri-Tubing -triple 0.055" inch ID lumen

Length.:__ __ 2.5 inches (adapter) - 6 feet (tubing)

Weight: 6.3 grams (minus tubing)

Material: 1 Sensor - Polycarbonate (Makrolon).
Tubing - Medical grade Polyvinyl Chloride
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Conclusion of comparison of technological characteristics:

We consider the Envoy Spirometry module to be substantially equivalent to the METEOR 200

Respiratory Mechanics Monitor; we submit that any differences between the two monitors do

not raise any new issues of safety and effectiveness.

Testing

The Envoy Spirometry module has been subject to extensive safety and performance testing.

Final testing for the system included various performance tests designed to ensure that the device

meets all functional requirements and performance specifications. Safety testing and EMC

testing were performed by an independent testing laboratory to ensure that the device complies

to applicable industry and safety standards.

Signature: ,,4da4e 52$44d

Asher Kassel
Director of Regulatory Affairs
Mennen Medical Ltd.

Tel: +972-8-9323311 (direct)
Fax: +972-8-9328510
E-mail: asher(mmi.co.il
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