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subpart E of part 807. The device 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.

§ 880.6230 Tongue depressor.

(a) Identification. A tongue depressor
is a device intended to displace the
tongue to facilitate examination of the
surrounding organs and tissues.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart 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.

§ 880.6250 Patient examination glove.

(a) Identification. A patient examina-
tion glove is a disposable device in-
tended for medical purposes that is
worn on the examiner’s hand or finger
to prevent contamination between pa-
tient and examiner.

(b) Classification. Class I (general con-
trols).

[45 FR 69682–69737, Oct. 21, 1980, as amended
at 53 FR 1604, Jan. 13, 1989]

§ 880.6265 Examination gown.

(a) Identification. An examination
gown is a device intended for medical
purposes that is made of cloth, paper,
or other material that is draped over or
worn by a patient as a body covering
during a medical examination.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart 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.

§ 880.6280 Medical insole.

(a) Identification. A medical insole is
a device intended for medical purposes
that is placed inside a shoe to relieve
the symptoms of athlete’s foot infec-
tion by absorbing moisture.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[45 FR 69682–69737, Oct. 21, 1980, as amended
at 54 FR 25050, June 12, 1989]

§ 880.6320 AC-powered medical exam-
ination light.

(a) Identification. An AC-powered
medical examination light is an AC-
powered device intended for medical
purposes that is used to illuminate
body surfaces and cavities during a
medical examination.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[45 FR 69682–69737, Oct. 21, l980, as amended
at 61 FR 1123, Jan. 16, 1996]

§ 880.6350 Battery-powered medical
examination light.

(a) Identification. A battery-powered
medical examination light is a battery-
powered device intended for medical
purposes that is used to illuminate
body surfaces and cavities during a
medical examination.

(b) Classification. Class I (general con-
trols). The device is exempt from pre-
market notification procedures in sub-
part E of part 807. The device also is ex-
empt 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.

§ 880.6375 Patient lubricant.

(a) Identification. A patient lubricant
is a device intended for medical pur-
poses that is used to lubricate a body
orifice to facilitate entry of a diag-
nostic or therapeutic device.

(b) Classification. Class I (general con-
trols).
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