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§880.6140 Medical chair and table.

(a) Identification. A medical chair or
table is a device intended for medical
purposes that consists of a chair or
table without wheels and not elec-
trically powered which, by reason of
special shape or attachments, such as
food trays or headrests, or special fea-
tures such as a built-in raising and
lowering mechanism or removable
arms, is intended for use of blood do-
nors, geriatric patients, or patients un-
dergoing treatment or examination.

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

§880.6150 Ultrasonic cleaner for med-
ical instruments.

(a) Identification. An ultrasonic clean-
er for medical instruments is a device
intended for cleaning medical instru-
ments by the emission of high fre-
quency soundwaves.

(b) Classification. Class I. The device,
including any solutions intended for
use with the device for cleaning and
sanitizing the instruments, is exempt
from the premarket notification proce-
dures in subpart E of part 807 of this
chapter.

[46 FR 69682-69737, Oct. 21, 1980, as amended
at 54 FR 25050, June 12, 1989; 59 FR 63011, Dec.
7, 1994]

§880.6175 [Reserved]

§880.6185 Cast cover.

(a) Identification. A cast cover is a de-
vice intended for medical purposes that
is made of waterproof material and
placed over a cast to protect it from
getting wet during a shower or a bath.

(b) Classification. Class I (general con-
trols). The device is exempt from pre-
market notification procedures in sub-
part 807. If the device is not labeled or
otherwise represented as sterile it is
also exempt from the good manufac-
turing practice regulation in part 820,
with the exception of §820.180, with re-
spect to general requirements con-

§880.6230

cerning records, and §820.198, with re-
spect to complaint files.

§880.6190 Mattress cover for medical
purposes.

(a) Identification. A mattress cover
for medical purposes is a device in-
tended for medical purposes that is
used to protect a mattress. It may be
electrically conductive or contain a
germicide.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is exempt from the good manu-
facturing practice regulations in part
820 of this chapter, with the exception
of §820.180, with respect to general re-
quirements concerning records, and
§820.198, with respect to complaint
files.

[46 FR 69682-69737, Oct. 21, 1980, as amended
at 59 FR 63011, Dec. 7, 1994]

§880.6200 Ring cutter.

(a) Identification. A ring cutter is a
device intended for medical purposes
that is used to cut a ring on a patient’s
finger so that the ring can be removed.
The device incorporates a guard to pre-
vent injury to the patient’s finger.

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

389



§880.6250

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

(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.

Examination gown.

§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.

[46 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-
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tion procedures in subpart E of part 807
of this chapter.

[45 FR 69682-69737, Oct. 21, 1980, 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 B 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).

§880.6430 Liquid
penser.

(a) Identification. A Liquid medica-
tion dispenser is a device intended for
medical purposes that is used to issue a
measured amount of liquid medication.

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

medication dis-

§880.6450 Skin pressure protectors.

(a) Identification. A skin pressure pro-
tector is a device intended for medical
purposes that is used to reduce pres-
sure on the skin over a bony promi-
nence to reduce the likelihood of the
patient’s developing decubitus ulcers
(bedsores).
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