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averaging times for any monitor
function applicable to the operation and
use of the device; statements as to
whether or not pacemaker pulse
rejection and defibrillator protection are
included.

(f) For monitors using heart rate as a
secondary monitoring modality, a
caution statement that low heart rate
may not occur during apnea if the
patient is receiving drugs or substances
which could affect heart rate, e.g., such
as theophylline.

(g) A discussion of the importance of
evaluating for each patient the response
to apnea of candidate secondary
monitoring parameters; how this
information should be used in the
selection of an appropriate secondary
monitoring modality and in setting the
secondary parameter alarm limits; and
the importance of reevaluating the
appropriateness of the secondary
monitoring parameter and its alarm
limit settings as conditions change.

(h) For monitors intended for home
use, a discussion of home apnea
monitoring that includes:

(1) Instruction and education of the
parent and other care givers in the
normal operation and hazards of the
device and its limitations.

(2) An explanation of the equipment
used in home monitoring.

(i) A list of additional reference
materials for the health care practitioner
about apnea monitoring.

(j) The date of issuance and the date
of any revision of the health care
practitioner instruction manual
provided.

(k) The results of clinical testing for
the specific model of apnea monitor and
the methods by which these results
were obtained.

§ 896.52 Servicing information.
Manufacturers of monitors shall

provide to servicing dealers and
distributors adequate instructions for
service adjustment and service
procedures necessary to keep the device
in compliance with this standard,
including: Theory of operation, block
diagrams, software flow charts,
schematics, parts lists, and any
necessary test procedures.

§ 896.53 Label specifications.
Labels or other equivalent markings

required by this section shall be legible,
clearly visible during operation,
permanently affixed or inscribed on the
exterior of the finished device, and shall
resist removal or blurring from
disinfectants or other normal use of the
device.

§ 896.54 Controls, connectors, switches,
and indicators.

All controls, switches, connectors,
and indicators shall bear clear, concise
labels identifying their functions.

§ 896.55 Standard compliance.
The monitor shall bear a label which

states that it has been manufactured in
compliance with this standard.

§ 896.56 Switched outlet warning.
Each monitor intended for use in the

home that can recharge batteries or

operate from the AC power line shall
bear a label stating: ‘‘DO NOT connect
to an electrical outlet controlled by a
wall switch’’.

§ 896.57 Air mattress warning.

Air mattresses shall be permanently
labeled with the warning: ‘‘Inflate only
with room air, do NOT use pure
oxygen’’.

§ 896.58 Monitors intended for hospital
use only.

Monitors intended for hospital use
only shall be permanently labeled on
the front of any module intended to
comprise an infant apnea monitor as
follows: ‘‘NOT FOR HOME USE’’.

§ 896.59 General test methods.

Information concerning the design of,
and rationale for, the tests used to meet
this standard, together with analyses
and results of these tests, shall be
available to any person from the
manufacturer upon request. In addition,
this information shall be maintained in
the manufacturer’s device master file for
a period of 5 years after production of
the device has ceased.
(Information collection requirements in this
section were approved by the Office of
Management and Budget (OMB) and assigned
OMB control number 0910–0073)

Dated: February 13, 1995.
William B. Schultz,
Deputy Commissioner for Policy.
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