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

§888.4540 Orthopedic manual surgical
instrument.

(a) ldentification. An orthopedic man-
ual surgical instrument is a nonpow-
ered hand-held device intended for
medical purposes to manipulate tissue,
or for use with other devices in ortho-
pedic surgery. This generic type of de-
vice includes the cerclage applier, awl,
bender, drill brace, broach, burr, cork-
screw, countersink, pin crimper, wire

cutter, prosthesis driver, extractor,
file, fork, needle holder, impactor,
bending or contouring instrument,

compression instrument, passer, socket
positioner, probe, femoral neck punch,
socket pusher, reamer, rongeur, scis-
sors, screwdriver, bone skid, staple
driver, bone screw starter, surgical
stripper, tamp, bone tap, trephine, wire
twister, and wrench.

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

[52 FR 33702, Sept. 4, 1987, as amended at 59
FR 63014, Dec. 7, 1994]

§888.4580 Sonic surgical instrument
and accessories/attachments.

(a) ldentification. A sonic surgical in-
strument is a hand-held device with
various accessories or attachments,
such as a cutting tip that vibrates at
high frequencies, and is intended for
medical purposes to cut bone or other
materials, such as acrylic.

(b) Classification. Class II.

§888.4600 Protractor for clinical use.

(a) Identification. A protractor for
clinical use is a device intended for use
in measuring the angles of bones, such
as on x-rays or in surgery.

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

§888.4800 Template for clinical use.

(a) ldentification. A template for clin-
ical use is a device that consists of a
pattern or guide intended for medical
purposes, such as selecting or position-

§888.5940

ing orthopedic implants or guiding the
marking of tissue before cutting.

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

§888.5850 Nonpowered orthopedic
traction apparatus and accessories.

(a) ldentification. A nonpowered or-
thopedic traction apparatus is a device
that consists of a rigid frame with non-
powered traction accessories, such as
cords, pulleys, or weights, and that is
intended to apply a therapeutic pulling
force to the skeletal system.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part
807. The device is exempt from the cur-
rent good manufacturing practice regu-
lations in part 820 with the exception
of §820.180, regarding general require-
ments concerning records, and §820.198,
regarding complaint files.

§888.5890 Noninvasive traction com-
ponent.

(a) ldentification. A noninvasive trac-
tion component is a device, such as a
head halter, pelvic belt, or a traction
splint, that does not penetrate the skin
and is intended to assist in connecting
a patient to a traction apparatus so
that a therapeutic pulling force may be
applied to the patient’s body.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. The device is exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of §820.180,
regarding general requirements con-
cerning records, and §820.198, regarding
complaint files.

[52 FR 33702, Sept. 4, 1987, as amended at 53
FR 52954, Dec. 29, 1988]

§888.5940 Cast component.

(a) Identification. A cast component is
a device intended for medical purposes
to protect or support a cast. This ge-
neric type of device includes the cast
heel, toe cap, cast support, and walking
iron.

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