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§878.4820

(6) Performance data must support
shelf life by demonstrating continued
sterility of the device or the sterile
components and device functionality
over the labeled shelf life.

(7) Training must be developed and
validated by human factors testing and
analysis to ensure users can follow the
instructions for use to allow safe use of
the device.

(8) Labeling must include:

(i) Magnetic field safe zones.

(ii) Instructions for proper device
use.

(iii) A screening checklist to ensure
that all patients and operating staff
are screened from bringing ferromag-
netic implants, devices, or objects near
the external magnet.

(iv) Reprocessing instructions for any
reusable components.

(v) Shelf life.

(vi) Use life.

[81 FR 64763, Sept. 21, 2016]

§878.4820 Surgical instrument motors
and accessories/attachments.

(a) Identification. Surgical instrument
motors and accessories are AC-pow-
ered, battery-powered, or air-powered
devices intended for use during surgical
procedures to provide power to operate
various accessories or attachments to
cut hard tissue or bone and soft tissue.
Accessories or attachments may in-
clude a bur, chisel (osteotome),
dermabrasion brush, dermatome, drill
bit, hammerhead, pin driver, and saw
blade.

(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 §878.9.

[66 FR 48440, Nov. 20, 1990, as amended at 65
FR 2318, 2000]

§878.4825 General laparoscopic power
morcellation containment system.

(a) Identification. A general
laparoscopic power morcellation con-
tainment system is a prescription de-
vice consisting of an instrument port
and tissue containment method that
creates a working space allowing for
direct visualization during a power
morcellation procedure following a
laparoscopic procedure for the excision
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of benign tissue that is not suspected
to contain malignancy.

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

(1) The patient-contacting compo-
nents of the device must be dem-
onstrated to be biocompatible.

(2) Performance testing must dem-
onstrate the sterility of patient-con-
tacting components of the device.

(3) Performance data must support
the shelf life of the device by dem-
onstrating continued sterility, package
integrity, and device functionality
over the intended shelf life.

(4) Non-clinical performance data
must demonstrate that the device per-
forms as intended under anticipated
conditions of use. The following per-
formance characteristics must be test-
ed:

(i) Demonstration of the device im-
permeability to tissue, cells, and
fluids;

(ii) Demonstration that the device al-
lows for the insertion/withdrawal of
laparoscopic instruments while main-
taining pneumoperitoneum;

(iii) Demonstration that the contain-
ment system provides adequate space
to perform morcellation and adequate
visualization of the laparoscopic in-
struments and tissue specimen relative
to the external viscera;

(iv) Demonstration that compatible
laparoscopic instruments and
morcellators do not compromise the
integrity of the containment system;
and

(v) Demonstration that users can
adequately deploy the device,
morcellate a specimen without com-
promising the integrity of the device,
and remove the device without spillage
of contents.

(5) Training must be developed and
validated to ensure users can follow
the instructions for use.

(6) Labeling must include:

(i) A contraindication for use in gyn-
ecological procedures;

(ii) A contraindication against use of
tissue that is known or suspected to
contain malignancy;

(iii) The following boxed warning:
“Warning: Information regarding the
potential risks of a procedure with this
device should be shared with patients.

570



		Superintendent of Documents
	2022-12-20T15:26:53-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




