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21 CFR Ch. I (4–1–14 Edition) § 878.4300 

subpart E of part 807 of this chapter 
subject to § 878.9. 

[53 FR 23872, June 24, 1988, as amended at 65 
FR 2318, Jan. 14, 2000] 

§ 878.4300 Implantable clip. 
(a) Identification. An implantable clip 

is a clip-like device intended to con-
nect internal tissues to aid healing. It 
is not absorbable. 

(b) Classification. Class II. 

§ 878.4320 Removable skin clip. 
(a) Identification. A removable skin 

clip is a clip-like device intended to 
connect skin tissues temporarily to aid 
healing. It is not absorbable. 

(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. 

[53 FR 23872, June 24, 1988, as amended at 65 
FR 2318, Jan. 14, 2000] 

§ 878.4340 Contact cooling system for 
aesthetic use. 

(a) Identification. A contact cooling 
system for aesthetic use is a device 
that is a combination of a cooling pad 
associated with a vacuum or mechan-
ical massager intended for the disrup-
tion of adipocyte cells intended for 
non-invasive aesthetic use. 

(b) Classification. Class II (special 
controls). The special controls for this 
device is FDA’s ‘‘Guidance for Industry 
and FDA Staff; Class II Special Con-
trols Guidance Document: Contact 
Cooling System for Aesthetic Use.’’ See 
§ 878.1(e) for the availability of this 
guidance document. 

[76 FR 6553, Feb. 7, 2011] 

§ 878.4350 Cryosurgical unit and acces-
sories. 

(a) Identification—(1) Cryosurgical unit 
with a liquid nitrogen cooled cryoprobe 
and accessories. A cryosurgical unit 
with a liquid nitrogen cooled cryoprobe 
and accessories is a device intended to 
destroy tissue during surgical proce-
dures by applying extreme cold. 

(2) Cryosurgical unit with a nitrous 
oxide cooled cryoprobe and accessories. A 
cryosurgical unit with a nitrous oxide 
cooled cryoprobe and accessories is a 
device intended to destroy tissue dur-

ing surgical procedures, including 
urological applications, by applying ex-
treme cold. 

(3) Cryosurgical unit with a carbon di-
oxide cooled cryoprobe or a carbon dioxide 
dry ice applicator and accessories. A 
cryosurgical unit with a carbon dioxide 
cooled cryoprobe or a carbon dioxide 
dry ice applicator and accessories is a 
device intended to destroy tissue dur-
ing surgical procedures by applying ex-
treme cold. The device is intended to 
treat disease conditions such as tu-
mors, skin cancers, acne scars, or 
hemangiomas (benign tumors con-
sisting of newly formed blood vessels) 
and various benign or malignant gyne-
cological conditions affecting vulvar, 
vaginal, or cervical tissue. The device 
is not intended for urological applica-
tions. 

(b) Classification. Class II. 

§ 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. 

§ 878.4380 Drape adhesive. 

(a) Identification. A drape adhesive is 
a device intended to be placed on the 
skin to attach a surgical drape. 

(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 § 878.9. 

[53 FR 23872, June 24, 1988, as amended at 59 
FR 63010, Dec. 7, 1994; 66 FR 38802, July 25, 
2001] 
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