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§ 880.2910 Clinical electronic thermom-
eter.

(a) Identification. A clinical electronic
thermometer is a device used to meas-
ure the body temperature of a patient
by means of a transducer coupled with
an electronic signal amplification, con-
ditioning, and display unit. The trans-
ducer may be in a detachable probe
with or without a disposable cover.

(b) Classification. Class II (perform-
ance standards).

§ 880.2920 Clinical mercury thermom-
eter.

(a) Identification. A clinical mercury
thermometer is a device used to meas-
ure oral, rectal, or axillary (armpit)
body temperature using the thermal
expansion of mercury.

(b) Classification. Class II (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, l980, as amended
at 63 FR 59228, Nov. 3, 1998]

§ 880.2930 Apgar timer.
(a) Identification. The Apgar timer is

a device intended to alert a health care
provider to take the Apgar score of a
newborn infant.

(b) Classification. Class I (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 is also exempt from the current
good manufacturing practice require-
ments in part 820 of this chapter, with
the exception of § 820.180 of this chap-
ter, with respect to general require-
ments concerning records, and § 820.198
of this chapter, with respect to com-
plaint files.

[63 FR 59718, Nov. 5, 1998]

Subparts D–E [Reserved]

Subpart F—General Hospital and
Personal Use Therapeutic Devices

§ 880.5025 I.V. container.
(a) Identification. An I.V. container is

a container made of plastic or glass
used to hold a fluid mixture to be ad-

ministered to a patient through an
intravascular administration set.

(b) Classification. Class II (perform-
ance standards).

§ 880.5045 Medical recirculating air
cleaner.

(a) Identification. A medical recircu-
lating air cleaner is a device used to re-
move particles from the air for medical
purposes. The device may function by
electrostatic precipitation or filtra-
tion.

(b) Classification. Class II (perform-
ance standards).

§ 880.5075 Elastic bandage.
(a) Identification. An elastic bandage

is a device consisting of either a long
flat strip or a tube of elasticized mate-
rial that is used to support and com-
press a part of a patient’s body.

(b) Classification. Class I (general con-
trols). The device is exempt from pre-
market notification procedures in sub-
part E of part 807. If the device is not
labeled or otherwise represented as
sterile, it also is exempt from the good
manufacturing practice regulation in
part 820, with the exception of § 820.180,
with respect to general requirements
concerning records, and § 820.198, with
respect to complaint files.

§ 880.5090 Liquid bandage.
(a) Identification. A liquid bandage is

a sterile device that is a liquid,
semiliquid, or powder and liquid com-
bination used to cover an opening in
the skin or as a dressing for burns. The
device is also used as a topical skin
protectant.

(b) Classification. Class I (general con-
trols). When used only as a skin pro-
tectant, 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 65 FR 2318, Jan. 14, 2000]

§ 880.5100 AC-powered adjustable hos-
pital bed.

(a) Identification. An AC-powered ad-
justable hospital bed is a device in-
tended for medical purposes that con-
sists of a bed with a built-in electric
motor and remote controls that can be
operated by the patient to adjust the
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