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room shoes and shoe covers, and isola-
tion masks and gowns. Surgical suits 
and dresses, commonly known as scrub 
suits, are excluded. 

(b) Classification. (1) Class II (special 
controls) for surgical gowns and sur-
gical masks. A surgical N95 respirator 
or N95 filtering facepiece respirator is 
not exempt if it is intended to prevent 
specific diseases or infections, or it is 
labeled or otherwise represented as fil-
tering surgical smoke or plumes, fil-
tering specific amounts of viruses or 
bacteria, reducing the amount of and/ 
or killing viruses, bacteria, or fungi, or 
affecting allergenicity, or it contains 
coating technologies unrelated to fil-
tration (e.g., to reduce and or kill 
microorganisms). Surgical N95 res-
pirators and N95 filtering facepiece res-
pirators are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter sub-
ject to § 878.9, and the following condi-
tions for exemption: 

(i) The user contacting components 
of the device must be demonstrated to 
be biocompatible. 

(ii) Analysis and nonclinical testing 
must: 

(A) Characterize flammability and be 
demonstrated to be appropriate for the 
intended environment of use; and 

(B) Demonstrate the ability of the 
device to resist penetration by fluids, 
such as blood and body fluids, at a ve-
locity consistent with the intended use 
of the device. 

(iii) NIOSH approved under its regu-
lation. 

(2) Class I (general controls) for sur-
gical apparel other than surgical gowns 
and surgical masks. The class I device 
is exempt from the premarket notifica-
tion 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 2317, Jan. 14, 2000; 83 FR 22848, May 17, 
2018] 

§ 878.4100 Organ bag. 
(a) Identification. An organ bag is a 

device that is a flexible plastic bag in-
tended to be used as a temporary recep-
tacle for an organ during surgical pro-
cedures to prevent moisture loss. 

(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 59 
FR 63010, Dec. 7, 1994; 65 FR 2318, Jan. 14, 
2000] 

§ 878.4160 Surgical camera and acces-
sories. 

(a) Identification. A surgical camera 
and accessories is a device intended to 
be used to record operative procedures. 

(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 54 
FR 13827, Apr. 5, 1989; 66 FR 38802, July 25, 
2001] 

§ 878.4165 Wound autofluorescence im-
aging device. 

(a) Identification. A wound 
autofluorescence imaging device is a 
tool to view autofluorescence images 
from skin wounds that are exposed to 
an excitation light. The device is not 
intended to provide quantitative or di-
agnostic information. 

(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. 

[83 FR 52968, Oct. 19, 2018] 

§ 878.4200 Introduction/drainage cath-
eter and accessories. 

(a) Identification. An introduction/ 
drainage catheter is a device that is a 
flexible single or multilumen tube in-
tended to be used to introduce nondrug 
fluids into body cavities other than 
blood vessels, drain fluids from body 
cavities, or evaluate certain physio-
logic conditions. Examples include irri-
gation and drainage catheters, pedi-
atric catheters, peritoneal catheters 
(including dialysis), and other general 
surgical catheters. An introduction/ 
drainage catheter accessory is intended 
to aid in the manipulation of or inser-
tion of the device into the body. Exam-
ples of accessories include adaptors, 
connectors, and catheter needles. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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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. 

§ 878.4360 Scalp cooling system to re-
duce the likelihood of chemo-
therapy-induced alopecia. 

(a) Identification. A scalp cooling sys-
tem to reduce the likelihood of chemo-
therapy-induced alopecia is a prescrip-
tion device intended to reduce the fre-
quency and severity of alopecia during 
chemotherapy in which alopecia-induc-
ing chemotherapeutic agents are used. 

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

(1) Non-clinical performance testing 
must demonstrate that the device 
meets all design specifications and per-
formance requirements, and that the 
device performs as intended under an-
ticipated conditions of use. This infor-
mation must include testing to dem-
onstrate accuracy of the temperature 
control mechanism. 

(2) Performance testing must dem-
onstrate the electromagnetic compat-
ibility and electrical safety of the de-
vice. 

(3) Software verification, validation, 
and hazard analysis must be performed. 

(4) The patient contacting compo-
nents of the device must be dem-
onstrated to be biocompatible. Mate-
rial names must be provided. 

(5) Labeling must include the fol-
lowing: 
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