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21 CFR Ch. I (4–1–22 Edition) § 874.4175 

subpart E of part 807 of this chapter 
subject to the limitations in § 874.9. 

[51 FR 40389, Nov. 6, 1986, as amended at 61 
FR 1122, Jan. 16, 1996; 66 FR 38800, July 25, 
2001] 

§ 874.4175 Nasopharyngeal catheter. 
(a) Identification. A nasopharyngeal 

catheter is a device consisting of a bou-
gie or filiform catheter that is in-
tended for use in probing or dilating 
the eustachian tube. This generic type 
of device includes eustachian cath-
eters. 

(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 § 874.9. 

[51 FR 40389, Nov. 6, 1986, as amended at 61 
FR 1122, Jan. 16, 1996; 66 FR 38801, July 25, 
2001] 

§ 874.4180 Eustachian tube balloon di-
lation system. 

(a) Identification. A Eustachian tube 
balloon dilation system is a prescrip-
tion device that includes a flexible 
catheter attached to an inflatable bal-
loon. The system is intended for use in 
dilating the cartilaginous portion of 
the Eustachian tube for treating per-
sistent Eustachian tube dysfunction. 

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

(1) Non-clinical performance testing 
must demonstrate that the device per-
forms as intended under anticipated 
conditions of use. The following per-
formance characteristics must be eval-
uated: 

(i) Mechanical testing, including ten-
sile and flexural testing of catheter 
joints and materials. 

(ii) Durability testing, including fa-
tigue and burst pressure testing of the 
balloon materials and components. 

(iii) Inflation and deflation charac-
terization testing, including time and 
pressure measurements, and leak test-
ing of the balloon. 

(iv) Verification testing of safety fea-
tures built into the device must be per-
formed, including the characterization 
of catheter geometries and distal tip 
insertion limitation mechanisms. 

(2) Simulated use testing in a clini-
cally relevant model must demonstrate 

the reliability of the device to remain 
mechanically functional throughout 
the anticipated conditions of use, and 
validate that the design features limit 
access to only the cartilaginous por-
tion of the Eustachian tube. 

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

(4) Performance data must dem-
onstrate the sterility of the device. 

(5) Performance data must support 
shelf life by demonstrating continued 
sterility of the device, package integ-
rity, and device functionality over the 
identified shelf life. 

(6) Training must include simulated 
use on cadavers to ensure users can fol-
low the instructions for use to allow 
safe use of the device. 

(7) Labeling must include: 
(i) Detailed instructions for use. 
(ii) A detailed summary of the device 

technical parameters, including max-
imum allowed inflation pressure, al-
lowable catheter geometries, and avail-
able balloon sizes. 

(iii) A shelf life. 

[81 FR 73041, Oct. 24, 2016] 

§ 874.4250 Ear, nose, and throat elec-
tric or pneumatic surgical drill. 

(a) Identification. An ear, nose, and 
throat electric or pneumatic surgical 
drill is a rotating drilling device, in-
cluding the handpiece, that is intended 
to drive various accessories, such as an 
ear, nose, and throat bur (§ 874.4140), for 
the controlled incision or removal of 
bone in the ear, nose, and throat area. 

(b) Classification. Class II. 

§ 874.4350 Ear, nose, and throat 
fiberoptic light source and carrier. 

(a) Identification. An ear, nose, and 
throat fiberoptic light source and car-
rier is an AC-powered device that gen-
erates and transmits light through 
glass of plastic fibers and that is in-
tended to provide illumination at the 
tip of an ear, nose, or throat endoscope. 
Endoscopic devices which utilize 
fiberoptic light sources and carriers in-
clude the bronchoscope, esophagoscope, 
laryngoscope, mediastinoscope, laryn-
geal-bronchial telescope, and 
nasopharyngoscope. 

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