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§870.3945 Prosthetic heart valve sizer.

(a) Identification. A prosthetic heart
valve sizer is a device used to measure
the size of the natural valve opening to
determine the size of the appropriate
replacement heart valve.

(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 §870.9.

[45 FR 7907, Feb. 5, 1980, as amended at 61 FR
1121, Jan. 16, 1996; 66 FR 38797, July 25, 2001]

Subpart E—Cardiovascular
Surgical Devices

§870.4075 Endomyocardial biopsy de-
vice.

(a) Identification. An endomyocardial
biopsy device is a device used in a cath-
eterization procedure to remove sam-
ples of tissue from the inner wall of the
heart.

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

§870.4100 Extracorporeal circuit and
accessories for long-term res-
piratory/cardiopulmonary failure.

(a) Identification. An extracorporeal
circuit and accessories for long-term
respiratory/cardiopulmonary  support
(>6 hours) is a system of devices and
accessories that provides assisted
extracorporeal circulation and physio-
logic gas exchange of the patient’s
blood in patients with acute res-
piratory failure or acute
cardiopulmonary failure, where other
available treatment options have
failed, and continued clinical deterio-
ration is expected or the risk of death
is imminent. The main devices and ac-
cessories of the system include, but are
not limited to, the console (hardware),
software, and disposables, including,
but not limited to, an oxygenator,
blood pump, heat exchanger, cannulae,
tubing, filters, and other accessories
(e.g., monitors, detectors, sensors, con-
nectors).

(b) Classification—Class II (special
controls). The special controls for this
device are:

(1) The technological characteristics
of the device must ensure that the ge-
ometry and design parameters are con-

§870.4200

sistent with the intended use, and that
the devices and accessories in the cir-
cuit are compatible;

(2) The devices and accessories in the
circuit must be demonstrated to be bio-
compatible;

(3) Sterility and shelf-life testing
must demonstrate the sterility of any
patient-contacting devices and acces-
sories in the circuit and the shelf life of
these devices and accessories;

(4) Non-clinical performance evalua-
tion of the devices and accessories in
the circuit must demonstrate substan-
tial equivalence of the performance
characteristics on the bench, mechan-
ical integrity, electromagnetic com-
patibility (where applicable), software,
durability, and reliability;

(5) In vivo evaluation of the devices
and accessories in the circuit must
demonstrate their performance over
the intended duration of use, including
a detailed summary of the clinical
evaluation pertinent to the use of the
devices and accessories to demonstrate
their effectiveness if a specific indica-
tion (patient population and/or condi-
tion) is identified; and

(6) Labeling must include a detailed
summary of the non-clinical and in
vivo evaluations pertinent to use of the
devices and accessories in the circuit
and adequate instructions with respect
to anticoagulation, circuit setup, per-
formance characteristics with respect
to compatibility among different de-
vices and accessories in the circuit, and
maintenance during a procedure.

[81 FR 7451, Feb. 12, 2016]

§870.4200 Cardiopulmonary bypass ac-
cessory equipment.

(a) Identification. Cardiopulmonary
bypass accessory equipment is a device
that has no contact with blood and
that is used in the cardiopulmonary
bypass circuit to support, adjoin, or
connect components, or to aid in the
setup of the extracorporeal line, e.g.,
an oxygenator mounting bracket or
system-priming equipment.

(b) Classification. (1) Class I. The de-
vice is classified as class I if it does not
involve an electrical connection to the
patient. The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §870.9.
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