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Address

SCHILLER AG
Altgasse 68
CH-6341 Baar
Switzerland

Contact Name:
Tel:
Date:

Device Name

1. Trade Name:
2. Common Name:

Mr. Markus Buetler
001 41 41766 4252
28. April 1999

SPIROVIT SP-250
Spirometer, Pulmonary Function Test Device

Legally Marketed Device
Legally Marketed Device to which this submitted device is compared:

SP-100 (K896120).

Intended Use

The Spirovit SP-250 can be used to measure Forced Vital Capacity (FVC), Forced Expiratory Volume in
one second (FEV1), FEV 10/ FVC, FEF 0212, FEF 25.75%, FEF 75.85% ) PEF, FEF 25%, FEF s0%, FEF 75%
FIVC, FIV 14, FIV 10/ FIVC, PIF, FIF 5%, SVC, ERV, IRV, TV, MWV, MV, RR, TV, in patients 6 years of

age or older
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A5 Table of Comparison

Predicate device: SPIROVIT SP-100 (K896120)
SP-100 (K896120) SP-250
Dimensions:
Flow Sensor 15.5¢cm M75cm
T-Iandle 9cm M 10 cm
Sensor fixed (1) disposable
Weight: 34049 @ 18049
Environmental Conditions:
Operating temperature +10°-40°C same
Etorage temperature -10°-+450° C same
Relative humidity 25% - 95% same
(non condensing
Electrostatic Discharge /
Electromagnetic Compatibility:
ESD Fully functional below 4 kV same
(Open Air)
No damage below 8 kV (Open same
Air)
Radiated Emissions Less than 30 dB Microvolts same
Radiated Immunity Less than 3 Volts per meter same
Data Communication 12 bit serial @) RS-232 interface

Discusson of Differences:

None of the above differences (1, 2 or 3) can be considered as safety relevant differences.
We consider the submitted device to be as safe and effective as the Predicate (SP-100) device.
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Non-Clinical Tests

1.

Electrical Safety and Reliability

The SP-250 device has been tested to be in accordance with the following standards:

- ATS Spirometry Statement Medical Section of the American Lung Association November
11th 1994

- |EC 601-1-1 (Safety)

- |EC 601-1-2 (EMC)

- IEC 601-1-4 (Software Quality)

All tests are passed.

Data related to software quality

SCHILLER has reviewed its software development process following the guideline

“ reviewer guidance for computer controlled medical devices undergoing 510 (k) review". Device
software requirements, software structure chart, software development, software revision/
modification, software identification, software verification, validation and testing are described in the
data attached.

Clinical Tests
n.a.

Conclusions from Tests }

The fulfilment of the above standards ensures the safety and effectiveness of the submitted device. We
consider the submitted device to be as safe and effective as the Predicate (SP-100) Device.
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DEPARTMENT O
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Mr. Markus Buetler
gCITILLER AG

pltgasse 68
CH-6341 Baar

gwitzerland
Re: K984031
SPIROVIT sp-250
Regulatory class: II (two)
Product Code: 73 BLZG
Dated: February 26,
Received: March 1,

Buetlcr:

1999
1999
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This letter will allow you to begin marketing your device as described
in your 510(k) premarket notification. The FDA finding of substantial
equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus, permits your
device to proceed to the market.

Tf you desire specific advice tor your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at

(301) H94-4648. Additionally, for guestions on Lhe promotion and
advertising of your device, pleasc contact the Office of Compliance at
(301) 594-4639. Also, please note Lhe rcgulation entitled,
“Misbranding by reference to premarket notification” (21 CFR 807.97).
Other general information on your responsibilities under the Acl may
be obtained from the Division of Small Manufacturers Assistance at its
toll-free numbcr (800) 638-2041 or (301) 443-6597, or at its internert
address "http://www.fda.gov/cdrh/dsma/dsmamain.html™.

Sincerely yours,

Thomas J. Callahan, Ph.D.
Director
Division of Cardiovascular,
Respiratory, and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) Number;_ K984031

Device Name: SCHILLER AG, Spirovit-250 Diagnostic Spirometer

Indications For Use:

The Spirovit SP-250 can be used to measure Forced Vital Capacity (FVC), Forced
Expiratory Volume in one second (FEV1), FEV, (/FVC, FEF ¢, FEF 55750, FEF7545
PEF, FEF s, FEFsg,, FEF;s,., FIVC, FIV, JFIVC, PIF, FIF,,,, SVC, ERV, IRV, TV, MVV,
MV, RR and TV, in patients 6 years of age or older.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use_X OR Over-The-Counter Use____

(Per 21 CFR 801.109)
(Optional Format 1-2-96)

A LAl

(Division Sign-Off)
Division of Cardiovascular,
and Neurological Devices

S510(k) Number

Respiratory,




