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American Telecare, Inc.’s
CareTone II Telephonic Stethoscope
Submitter's Name, Address, and Telephone Number
American Telecare, Inc.
7680 Golden Triangle Drive
Eden Prairie, MN 55344-3732
Telephone: (612) 897-0000
Facsimile: (612) 944-2247
Contact Persons
C. Richard Abbruscato or Gerard J. Prudhomme, Esq.
American Telecare, Inc. Hogan & Hartson L.L.P.
7680 Golden Triangle Drive 555 Thirteenth Street, N.W.
Eden Prairie, MN 55344-2247 Washington, D.C. 20004-1109
Telephone: (612) 897-0000 - Telephone: (202) 637-5735
Facsimile: (612) 944-2247 Facsimile: (202) 637-5910

(as Regulatory Counsel to American
Telecare, Inc.)

Date Prepared

September 6, 1996

Name of Device

CareTone II Telephonic Stethoscope
Classification Name

Stethoscope (Electronic)

Common Name

Electronic Amplifying Stethoscope

Product Code
M DAD
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Predicate Device
CareTone Telephonic Stethoscope

Intended Use

The intended use of American Telecare, Inc.’s CareTone II is to conduct a
stethoscope examination of a patient by a nurse or physician at another location
using a communications line.

Substantial Equivalence

To use the CareTone, a patient plugs the sending unit’s telephone cable into
a telephone wall outlet and the examiner plugs the receiving unit’s telephone cable
into a telephone wall outlet. The examiner dials the patient’s telephone number to
connect the receiving unit and sending unit over the telephone line. When the
connection is made, the patient places the stethoscope chest piece on his/her chest.
The sounds captured by the chest piece are transmitted to the patient end unit of
the sending unit by a microphone located within the chest piece. The signal is
processed within the circuitry of the patient end unit and transmitted over the
telephone line to the receiving unit and through headphones to the examiner.

American Telecare is principally modifying the CareTone to permit the
transmission and receipt of a digital signal. The safety and effectiveness of the
modified device, the CareTone II, has been demonstrated by EMC/EMI testing and
a physician assessment of the quality of the signal received. The CareTone II has
the same intended use as the CareTone: to conduct a stethoscope examination of a
patient by a nurse or physician at another location using a communications line. It
also has very similar principles of operation and technological characteristics as

- they both transmit an auscultatory signal to a receiver. The minor technological
differences between the CareTone II and the CareTone, primarily, use of
companding circuitry and the use of data communication cables, do not raise new
questions of safety or effectiveness. Thus, the CareTone II is substantially
equivalent to the CareTone.
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