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The device may use a set of capillaries
or a metal screen for the resistive ele-
ment.

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

§868.2600 Airway pressure monitor.

(a) Identification. An airway pressure
monitor is a device used to measure
the pressure in a patient’s upper air-
way. The device may include a pressure
gauge and an alarm.

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

§868.2610 Gas pressure gauge.

(a) Identification. A gas pressure
gauge (e.g., bourdon tube pressure
gauge) is a device intended for medical
purposes that is used to measure gas
pressure in a medical gas delivery sys-
tem.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§868.2620 Gas pressure calibrator.

(a) Identification. A gas pressure cali-
brator is a device intended for medical
purposes that is used to calibrate pres-
sure-measuring instruments by gener-
ating a known gas pressure.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§868.2700 Pressure regulator.

(a) Identification. A pressure regu-
lator is a device, often called a pres-
sure-reducing valve, that is intended
for medical purposes and that is used
to convert a medical gas pressure from
a high variable pressure to a lower,
more constant working pressure. This
device includes mechanical oxygen reg-
ulators.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§868.2900

§868.2775 Electrical peripheral nerve
stimulator.

(a) Identification. An electrical pe-
ripheral mnerve stimulator (neuro-
muscular blockade monitor) is a device
used to apply an electrical current to a
patient to test the level of pharma-
cological effect of anesthetic drugs and
gases.

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

§868.2875 Differential pressure trans-
ducer.

(a) Identification. A differential pres-
sure transducer is a two-chambered de-
vice intended for medical purposes that
is often used during pulmonary func-
tion testing. It generates an electrical
signal for subsequent display or proc-
essing that is proportional to the dif-
ference in gas pressures in the two
chambers.

(b) Classification. Class 1. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§868.2885 Gas flow transducer.

(a) Identification. A gas flow trans-
ducer is a device intended for medical
purposes that is used to convert gas
flow rate into an electrical signal for
subsequent display or processing.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§868.2900 Gas pressure transducer.

(a) Identification. A gas pressure
transducer is a device intended for
medical purposes that is used to con-
vert gas pressure into an electrical sig-
nal for subsequent display or proc-
essing.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1120, Jan. 16, 1996]
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§868.5090
Subparts D-E [Reserved]

Subpart F—Therapeutic Devices

§868.5090 Emergency airway needle.

(a) Identification. An emergency air-
way needle is a device intended to
puncture a patient’s cricothyroid mem-
brane to provide an emergency airway
during upper airway obstruction.

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

§868.5100 Nasopharyngeal airway.

(a) Identification. A nasopharyngeal
airway is a device used to aid breathing
by means of a tube inserted into a pa-
tient’s pharynx through the nose to
provide a patent airway.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1120, Jan. 16, 1996]

§868.5110 Oropharyngeal airway.

(a) Identification. An oropharyngeal
airway is a device inserted into a pa-
tient’s pharynx through the mouth to
provide a patent airway.

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

[47 FR 31142, July 16, 1982, as amended at 61
FR 1120, Jan. 16, 1996]

§868.5115 Device to relieve
upper airway obstruction.

acute

(a) Identification. The device is a
raised, rounded pad that, in the event
of choking on a foreign body, can be
applied to the abdomen and pushed up-
ward to generate expulsion pressure to
remove the obstruction to relieve acute
upper airway obstruction.

(b) Classification. Class II (special
controls) (‘‘Class II Special Control
Guidance Document for Acute Upper
Airway Obstruction Devices’’). The de-
vice is exempt from the premarket no-
tification procedures in subpart E of
part 807 of this chapter, subject to
§868.9.

[656 FR 39099, June 23, 2000; 65 FR 47669, Aug.
3, 2000]
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§868.5120 Anesthesia conduction cath-
eter.

(a) Identification. An anesthesia con-
duction catheter is a flexible tubular
device used to inject local anesthetics
into a patient and to provide contin-
uous regional anesthesia.

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

§868.5130 Anesthesia conduction fil-
ter.

(a) Identification. An anesthesia con-
duction filter is a microporous filter
used while administering to a patient
injections of local anesthetics to mini-
mize particulate (foreign material)
contamination of the injected fluid.

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

§868.5140 Anesthesia conduction Kkit.

(a) Identification. An anesthesia con-
duction kit is a device used to admin-
ister to a patient conduction, regional,
or local anesthesia. The device may
contain syringes, needles, and drugs.

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

§868.5150 Anesthesia conduction nee-
dle.

(a) Identification. An anesthesia con-
duction needle is a device used to in-
ject local anesthetics into a patient to
provide regional anesthesia.

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

§868.5160 Gas machine for anesthesia
or analgesia.

(a) Gas machine for anesthesia—(1)
Identification. A gas machine for anes-
thesia is a device used to administer to
a patient, continuously or intermit-
tently, a general inhalation anesthetic
and to maintain a patient’s ventila-
tion. The device may include a gas
flowmeter, vaporizer, ventilator,
breathing circuit with bag, and emer-
gency air supply.

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

(b) Gas machine for analgesia—(1)
Identification. A gas machine for anal-
gesia is a device used to administer to
a patient an analgesic agent, such as a
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