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§ 870.3600 External pacemaker pulse
generator.

(a) Identification. An external pace-
maker pulse generator is a device that
has a power supply and electronic cir-
cuits that produce a periodic electrical
pulse to stimulate the heart. This de-
vice, which is used outside the body, is
used as a temporary substitute for the
heart’s intrinsic pacing sytem until a
permanent pacemaker can be im-
planted, or to control irregular heart-
beats in patients following cardiac sur-
gery or a myocardial infarction. The
device may have adjustments for im-
pulse strength, duration, R-wave sen-
sitivity, and other pacing variables.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 870.3.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
52 FR 17736, May 11, 1987]

§ 870.3610 Implantable pacemaker
pulse generator.

(a) Identification. An implantable
pacemaker pulse generator is a device
that has a power supply and electronic
circuits that produce a periodic elec-
trical pulse to stimulate the heart.
This device is used as a substitute for
the heart’s intrinsic pacing system to
correct both intermittent and continu-
ous cardiac rhythm disorders. This de-
vice includes triggered, inhibited, and
asynchronous devices implanted in the
human body.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 870.3.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
52 FR 17736, May 11, 1987]

§ 870.3620 Pacemaker lead adaptor.

(a) Identification. A pacemaker lead
adaptor is a device used to adapt a
pacemaker lead so that it can be con-
nected to a pacemaker pulse generator
produced by a different manufacturer.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 870.3.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
52 FR 17736, May 11, 1987]

§ 870.3630 Pacemaker generator func-
tion analyzer.

(a) Identification. A pacemaker gener-
ator function analyzer is a device that
is connected to a pacemaker pulse gen-
erator to test any or all of the genera-
tor’s parameters, including pulse dura-
tion, pulse amplitude, pulse rate, and
sensing threshold.

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

§ 870.3640 Indirect pacemaker genera-
tor function analyzer.

(a) Identification. An indirect pace-
maker generator function analyzer is
an electrically powered device that is
used to determine pacemaker function
or pacemaker battery function by peri-
odically monitoring an implanted pace-
maker’s pulse rate and pulse width.
The device is noninvasive, and it de-
tects pacemaker pulse rate and width
via external electrodes in contact with
the patient’s skin.

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

§ 870.3650 Pacemaker polymeric mesh
bag.

(a) Identification. A pacemaker poly-
meric mesh bag is an implanted device
used to hold a pacemaker pulse genera-
tor. The bag is designed to create a sta-
ble implant environment for the pulse
generator.

(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 7907-7971, Feb. 5, 1980, as amended at
61 FR 1121, Jan. 16, 1996]

§ 870.3670 Pacemaker charger.

(a) Identification. A pacemaker charg-
er is a device used transcutaneously to
recharge the batteries of a recharge-
able pacemaker.
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(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 7907-7971, Feb. 5, 1980, as amended at
61 FR 1121, Jan. 16, 1996]

§ 870.3680 Cardiovascular permanent
or temporary pacemaker electrode.

(a) Temporary pacemaker electrode—(1)
Identification. A temporary pacemaker
electrode is a device consisting of flexi-
ble insulated electrical conductors
with one end connected to an external
pacemaker pulse generator and the
other end applied to the heart. The de-
vice is used to transmit a pacing elec-
trical stimulus from the pulse genera-
tor to the heart and/or to transmit the
electrical signal of the heart to the
pulse generator.

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

(b) Permanent pacemaker electrode—(1)
Identification. A permanent pacemaker
electrode is a device consisting of flexi-
ble insulated electrical conductors
with one end connected to an
implantable pacemaker pulse genera-
tor and the other end applied to the
heart. The device is used to transmit a
pacing electrical stimulus from the
pulse generator to the heart and/or to
transmit the electrical signal of the
heart to the pulse generator.

(2) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval for the device de-
scribed in paragraph (b)(1). See § 870.3.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
52 FR 17736, May 11, 1987]

§ 870.3690 Pacemaker test magnet.
(a) Identification. A pacemaker test

magnet is a device used to test an in-
hibited or triggered type of pacemaker
pulse generator and cause an inhibited
or triggered generator to revert to
asynchronous operation.

(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 7907-7971, Feb. 5, 1980, as amended at
61 FR 1121, Jan. 16, 1996]

§ 870.3700 Pacemaker programmers.
(a) Identification. A pacemaker pro-

grammer is a device used to change
noninvasively one or more of the elec-
trical operating characteristics of a
pacemaker.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 870.3.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
52 FR 17736, May 11, 1987]

§ 870.3710 Pacemaker repair or re-
placement material.

(a) Identification. A pacemaker repair
or replacement material is an adhesive,
a sealant, a screw, a crimp, or any
other material used to repair a pace-
maker lead or to reconnect a pace-
maker lead to a pacemaker pulse gen-
erator.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 870.3.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
52 FR 17736, May 11, 1987]

§ 870.3720 Pacemaker electrode func-
tion tester.

(a) Identification. A pacemaker elec-
trode function tester is a device which
is connected to an implanted pace-
maker lead that supplies an accurately
calibrated, variable pacing pulse for
measuring the patient’s pacing thresh-
old and intracardiac R-wave potential.

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

§ 870.3730 Pacemaker service tools.
(a) Identification. Pacemaker service

tools are devices such as screwdrivers
and Allen wrenches, used to repair a
pacemaker lead or to reconnect a pace-
maker lead to a pacemaker generator

(b) Classification. Class I. These de-
vices are exempt from the premarket
notification procedures of subpart E of
part 807 of this chapter.

[45 FR 7907–7971, Feb. 5, 1980, as amended at
54 FR 25049, June 12, 1989]
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