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(i) A statement describing the poten-
tial risk of developing scalp metas-
tasis.

(ii) Information on the patient popu-
lation and chemotherapeutic agents/
regimen for which the device has been
demonstrated to be effective.

(iii) A summary of the non-clinical
and/or clinical testing pertinent to use
of the device.

(iv) A summary of the device tech-
nical parameters, including tempera-
ture cooling range and duration of
cooling.

(v) A summary of the device- and pro-
cedure-related adverse events pertinent
to use of the device.

(vi) Information on how the device
operates and the typical course of
treatment.

(6) Patient labeling must be provided
and must include:

(i) Relevant contraindications, warn-
ings, precautions, and adverse effects/
complications.

(ii) Information on how the device
operates and the typical course of
treatment.

(iii) Information on the patient popu-
lation for which there is clinical evi-
dence of effectiveness.

(iv) The potential risks and benefits
associated with use of the device.

(v) Postoperative care instructions.

(vi) A statement describing the po-
tential risk of developing scalp metas-
tasis.

[81 FR 7453, Feb. 12, 2016]

§878.4370 Surgical drape and drape
accessories.

(a) Identification. A surgical drape
and drape accessories is a device made
of natural or synthetic materials in-
tended to be used as a protective pa-
tient covering, such as to isolate a site
of surgical incision from microbial and
other contamination. The device in-
cludes a plastic wound protector that
may adhere to the skin around a sur-
gical incision or be placed in a wound
to cover its exposed edges, and a latex
drape with a self-retaining finger cot
that is intended to allow repeated in-
sertion of the surgeon’s finger into the
rectum during performance of a
transurethral prostatectomy.

(b) Classification. Class II (special
controls). The device, when it is an ear,
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nose, and throat surgical drape, a latex
sheet drape with self-retaining finger
cot, a disposable urological drape, a
Kelly pad, an ophthalmic patient
drape, an ophthalmic microscope
drape, an internal drape retention ring
(wound protector), or a surgical drape
that does not include an antimicrobial
agent, is exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter subject to the
limitations in §878.9.

[63 FR 23872, June 24, 1988, as amended at 84
FR 71814, Dec. 30, 2019]

§878.4371 Irrigating wound retractor
device.

(a) Identification. An irrigating wound
retractor device is a prescription de-
vice intended to be used by a surgeon
to retract the surgical incision, to pro-
vide access to the surgical wound, to
protect and irrigate the surgical
wound, and to serve as a conduit for re-
moval of fluid from the surgical wound.

(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 and
evaluated for particulate matter.

(2) Performance data must dem-
onstrate the sterility and pyrogenicity
of the patient-contacting components
of the device.

(3) Performance data must support
shelf life by demonstrating continued
functionality and sterility of the de-
vice over the identified shelf life.

(4) Non-clinical performance testing
must demonstrate that the device per-
forms as intended under anticipated
conditions of use. Performance testing
must:

(i) Characterize the tear resistance,
tensile strength, and elongation prop-
erties of the barrier material;

(ii) Demonstrate that the liquid bar-
rier material is resistant to penetra-
tion by blood, and is non-flammable;

(iii) Characterize the forces required
to deploy the device;

(iv) Characterize the device’s ranges
of operation, including flow rates and
maximum suction pressures;

(v) Demonstrate the ability of the de-
vice irrigation apparatus to maintain a

556



		Superintendent of Documents
	2022-12-20T15:26:28-0500
	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




