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§ 801.109(c) of this chapter, including a 
detailed summary of the clinical infor-
mation upon which the instructions 
are based. 

[65 FR 18237, Apr. 7, 2000] 

§ 876.5320 Nonimplanted electrical 
continence device. 

(a) Identification. A nonimplanted 
electrical continence device is a device 
that consists of a pair of electrodes on 
a plug or a pessary that are connected 
by an electrical cable to a battery-pow-
ered pulse source. The plug or pessary 
is inserted into the rectum or into the 
vagina and used to stimulate the mus-
cles of the pelvic floor to maintain uri-
nary or fecal continence. When nec-
essary, the plug or pessary may be re-
moved by the user. This device ex-
cludes an AC-powered nonimplanted 
electrical continence device and the 
powered vaginal muscle stimulator for 
therapeutic use (§ 884.5940). 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5365 Esophageal dilator. 

(a) Identification. An esophageal dila-
tor is a device that consists of a cylin-
drical instrument that may be hollow 
and weighted with mercury or a metal 
olive-shaped weight that slides on a 
guide, such as a string or wire and is 
used to dilate a stricture of the esoph-
agus. This generic type of device in-
cludes esophageal or gastrointestinal 
bougies and the esophageal dilator 
(metal olive). 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5450 Rectal dilator. 

(a) Identification. A rectal dilator is a 
device designed to dilate the anal 
sphincter and canal when the size of 
the anal opening may interfere with its 
function or the passage of an exam-
ining instrument. 

(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 § 876.9. 

[48 FR 53023, Nov. 23, 1983, as amended at 61 
FR 1122, Jan. 16, 1996; 66 FR 38802, July 25, 
2001] 

§ 876.5470 Ureteral dilator. 
(a) Identification. A ureteral dilator is 

a device that consists of a specially 
shaped catheter or bougie and is used 
to dilate the ureter at the place where 
a stone has become lodged or to dilate 
a ureteral stricture. 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5520 Urethral dilator. 
(a) Identification. A urethral dilator is 

a device that consists of a slender hol-
low or solid instrument made of metal, 
plastic, or other suitable material in a 
cylindrical form and in a range of sizes 
and flexibilities. The device may in-
clude a mechanism to expand the por-
tion of the device in the urethra and 
indicate the degree of expansion on a 
dial. It is used to dilate the urethra. 
This generic type of device includes the 
mechanical urethral dilator, urological 
bougies, metal or plastic urethral 
sound, urethrometer, filiform, and fili-
form follower. 

(b) Classification. (1) Class II (per-
formance standards). 

(2) Class I for the urethrometer, 
urological bougie, filiform and filiform 
follower, and metal or plastic urethral 
sound. The devices subject to this para-
graph (b)(2) are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter sub-
ject to the limitations in § 876.9. 

[48 FR 53023, Nov. 23, 1983, as amended at 61 
FR 1122, Jan. 16, 1996; 66 FR 38802, July 25, 
2001] 

§ 876.5540 Blood access device and ac-
cessories. 

(a) Identification. A blood access de-
vice and accessories is a device in-
tended to provide access to a patient’s 
blood for hemodialysis or other chronic 
uses. When used in hemodialysis, it is 
part of an artificial kidney system for 
the treatment of patients with renal 
failure or toxemic conditions and pro-
vides access to a patient’s blood for 
hemodialysis. The device includes im-
planted blood access devices, non-
implanted blood access devices, and ac-
cessories for both the implanted and 
nonimplanted blood access devices. 

(1) The implanted blood access device 
consists of various flexible or rigid 
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tubes, which are surgically implanted 
in appropriate blood vessels, may come 
through the skin, and are intended to 
remain in the body for 30 days or more. 
This generic type of device includes 
various shunts and connectors specifi-
cally designed to provide access 
toblood, suchas thearteriovenous (A-V) 
shunt cannula and vessel tip. 

(2) The nonimplanted blood access 
device consists of various flexible or 
rigid tubes, such as catheters, cannulae 
or hollow needles, which are inserted 
into appropriate blood vessels or a vas-
cular graft prosthesis (§§ 870.3450 and 
870.3460), and are intended to remain in 
the body for less than 30 days. This ge-
neric type of device includes fistula 
needles, the single needle dialysis set 
(coaxial flow needle), and the single 
needle dialysis set (alternating flow 
needle). 

(3) Accessories common to either 
type include the shunt adaptor, 
cannula clamp, shunt connector, shunt 
stabilizer, vessel dilator, disconnect 
forceps, shunt guard, crimp plier, tube 
plier, crimp ring, joint ring, fistula 
adaptor, and declotting tray (including 
contents). 

(b) Classification. (1) Class III (pre-
market approval) for the implanted 
blood access device. 

(2) Class II (performance standards) 
for the nonimplanted blood access de-
vice. 

(3) Class II (performance standards) 
for accessories for both the implanted 
and the nonimplanted blood access de-
vices not listed in paragraph (b)(4) of 
this section. 

(4) Class I for the cannula clamp, dis-
connect forceps, crimp plier, tube plier, 
crimp ring, and joint ring, accessories 
for both the implanted and non-
implanted blood access device. The de-
vices subject to this paragraph (b)(4) 
are exempt from the premarket notifi-
cation procedures in subpart E of part 
807 of this chapter subject to the limi-
tations in § 876.9. 

(c) Date PMA or notice of completion of 
a PDP is required. No effective date has 
been established of the requirement for 
premarket approval for the device de-
scribed in paragraph (b)(1). See § 876.3. 

[48 FR 53023, Nov. 23, 1983, as amended at 52 
FR 17738, May 11, 1987; 61 FR 1122, Jan. 16, 
1996; 66 FR 38802, July 25, 2001] 

§ 876.5600 Sorbent regenerated 
dialysate delivery system for hemo-
dialysis. 

(a) Identification. A sorbent regen-
erated dialysate delivery system for 
hemodialysis is a device that is part of 
an artificial kidney system for the 
treatment of patients with renal fail-
ure or toxemic conditions, and that 
consists of a sorbent cartridge and the 
means to circulate dialysate through 
this cartridge and the dialysate com-
partment of the dialyzer. The device is 
used with the extracorporeal blood sys-
tem and the dialyzer of the hemo-
dialysis system and accessories 
(§ 876.5820). The device includes the 
means to maintain the temperature, 
conductivity, electrolyte balance, flow 
rate and pressure of the dialysate, and 
alarms to indicate abnormal dialysate 
conditions. The sorbent cartridge may 
include absorbent, ion exchange and 
catalytic materials. 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5630 Peritoneal dialysis system 
and accessories. 

(a) Identification. (1) A peritoneal di-
alysis system and accessories is a de-
vice that is used as an artificial kidney 
system for the treatment of patients 
with renal failure or toxemic condi-
tions, and that consists of a peritoneal 
access device, an administration set for 
peritoneal dialysis, a source of 
dialysate, and, in some cases, a water 
purification mechanism. After the 
dialysate is instilled into the patient’s 
peritoneal cavity, it is allowed to dwell 
there so that undesirable substances 
from the patient’s blood pass through 
the lining membrane of the peritoneal 
cavity into this dialysate. These sub-
stances are then removed when the 
dialysate is drained from the patient. 
The peritoneal dialysis system may 
regulate and monitor the dialysate 
temperature, volume, and delivery rate 
together with the time course of each 
cycle of filling, dwell time, and drain-
ing of the peritoneal cavity or manual 
controls may be used. This generic de-
vice includes the semiautomatic and 
the automatic peritoneal delivery sys-
tem. 

(2) The peritoneal access device is a 
flexible tube that is implanted through 
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