§880.5130

records, and §820.198, with respect to
complaint files.

[45 FR 69682-69737, Oct. 21, 1980, as amended
at 54 FR 25050, June 12, 1989; 66 FR 38804, July
25, 2001]

§880.5130 Infant radiant warmer.

(a) ldentification. The infant radiant
warmer is a device consisting of an in-
frared heating element intended to be
placed over an infant to maintain the
infant’s body temperature by means of
radiant heat. The device may also con-
tain a temperature monitoring sensor,
a heat output control mechanism, and
an alarm system (infant temperature,
manual mode if present, and failure
alarms) to alert operators of a tem-
perature condition over or under the
set temperature, manual mode time
limits, and device component failure,
respectively. The device may be placed
over a pediatric hospital bed or it may
be built into the bed as a complete
unit.

(b) Classification.
Controls):

(1) The Association for the Advance-
ment of Medical Instrumentation
(AAMI) Voluntary Standard for the In-
fant Radiant Warmer;

(2) A prescription statement in ac-
cordance with §801.109 of this chapter
(restricted to use by or upon the order
of qualified practitioners as deter-
mined by the States); and

(3) Labeling for use only in health
care facilities and only by persons with
specific training and experience in the
use of the device.

[62 FR 33350, June 19, 1997]

Class 1l (Special

§880.5140 Pediatric hospital bed.

(a) ldentification. A pediatric hospital
bed is a device intended for medical
purposes that consists of a bed or crib
designed for the use of a pediatric pa-
tient, with fixed end rails and movable
and latchable side rails. The contour of
the bed surface may be adjustable.

(b) Classification. Class Il (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §880.9.

[45 FR 69682-69737, Oct. 21, 1980, as amended
at 63 FR 59229, Nov. 3, 1998]
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§880.5150 Nonpowered flotation ther-
apy mattress.

(a) Identification. A nonpowered flota-
tion therapy mattress is a mattress in-
tended for medical purposes which con-
tains air, fluid, or other materials that
have the functionally equivalent effect
of supporting a patient and avoiding
excess pressure on local body areas.
The device is intended to treat or pre-
vent decubitus ulcers (bed sores).

(b) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §880.9. The
device also is exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of §820.180, with respect
to general requirements concerning
records, and §820.198, with respect to
complaint files.

[45 FR 69682-69737, Oct. 21, 1980, as amended
at 66 FR 38804, July 25, 2001]

§880.5160 Therapeutic medical binder.

(a) ldentification. A therapeutic med-
ical binder is a device, usually made of
cloth, that is intended for medical pur-
poses and that can be secured by ties so
that it supports the underlying part of
the body or holds a dressing in place.
This generic type of device includes the
abdominal binder, breast binder, and
perineal binder.

(b) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §880.9. If
the device is not labeled or otherwise
represented as sterile, it is also exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[45 FR 69682-69737, Oct. 21, 1980, as amended
at 66 FR 38804, July 25, 2001]

§880.5180 Burn sheet.

(a) ldentification. A burn sheet is a de-
vice made of a porous material that is
wrapped aroung a burn victim to retain
body heat, to absorb wound exudate,

414



