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Food and Drug Administration, HHS § 870.4360 

§ 870.4290 Cardiopulmonary bypass 
adaptor, stopcock, manifold, or fit-
ting. 

(a) Identification. A cardiopulmonary 
bypass adaptor, stopcock, manifold, or 
fitting is a device used in cardio-
vascular diagnostic, surgical, and 
therapeutic applications to inter-
connect tubing, catheters, or other de-
vices. 

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

§ 870.4300 Cardiopulmonary bypass 
gas control unit. 

(a) Identification. A cardiopulmonary 
bypass gas control unit is a device used 
to control and measure the flow of gas 
into the oxygenator. The device is cali-
brated for a specific gas. 

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

§ 870.4310 Cardiopulmonary bypass 
coronary pressure gauge. 

(a) Identification. A cardiopulmonary 
bypass coronary pressure gauge is a de-
vice used in cardiopulmonary bypass 
surgery to measure the pressure of the 
blood perfusing the coronary arteries. 

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

§ 870.4320 Cardiopulmonary bypass 
pulsatile flow generator. 

(a) Identification. A cardiopulmonary 
bypass pulsatile flow generator is an 
electrically and pneumatically oper-
ated device used to create pulsatile 
blood flow. The device is placed in a 
cardiopulmonary bypass circuit down-
stream from the oxygenator. 

(b) Classification. Class III (premarket 
approval). 

(c) Date PMA or notice of completion 
of PDP is required. A PMA or notice of 
completion of a PDP is required to be 
filed with the Food and Drug Adminis-
tration on or before September 21, 2004, 
for any cardiopulmonary bypass 
pulsatile flow generator that was in 
commercial distribution before May 28, 
1976, or that has, on or before Sep-
tember 21, 2004, been found to be sub-
stantially equivalent to any 
cardiopulmonary bypass pulsatile flow 
generator that was in commercial dis-
tribution before May 28, 1976. Any 
other cardiopulmonary bypass 

pulsatile flow generator shall have an 
approved PMA or declared completed 
PDP in effect before being placed in 
commercial distribution. 

[45 FR 7907–7971, Feb. 5, 1980, as amended at 
52 FR 17737, May 11, 1987; 69 FR 34920, June 
23, 2004] 

§ 870.4330 Cardiopulmonary bypass 
on-line blood gas monitor. 

(a) Identification. A cardiopulmonary 
bypass on-line blood gas monitor is a 
device used in conjunction with a blood 
gas sensor to measure the level of gases 
in the blood. 

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

§ 870.4340 Cardiopulmonary bypass 
level sensing monitor and/or con-
trol. 

(a) Identification. A cardiopulmonary 
bypass level sensing monitor and/or 
control is a device used to monitor and/ 
or control the level of blood in the 
blood reservoir and to sound an alarm 
when the level falls below a predeter-
mined value. 

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

§ 870.4350 Cardiopulmonary bypass 
oxygenator. 

(a) Identification. A cardiopulmonary 
bypass oxygenator is a device used to 
exchange gases between blood and a 
gaseous environment to satisfy the gas 
exchange needs of a patient during 
open-heart surgery. 

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guidance document 
entitled ‘‘Guidance for 
Cardiopulmonary Bypass Oxygenators 
510(k) Submissions.’’ 

[45 FR 7907–7971, Feb. 5, 1980, as amended at 
52 FR 17737, May 11, 1987; 66 FR 18542, Apr. 10, 
2001] 

§ 870.4360 Nonroller-type 
cardiopulmonary bypass blood 
pump. 

(a) Identification. A nonroller-type 
cardiopulmonary bypass blood pump is 
a device that uses a method other than 
revolving rollers to pump the blood 
through the cardiopulmonary bypass 
circuit during bypass surgery. 

VerDate Nov<24>2008 08:24 Apr 27, 2010 Jkt 220072 PO 00000 Frm 00341 Fmt 8010 Sfmt 8010 Y:\SGML\220072.XXX 220072er
ow

e 
on

 D
S

K
5C

LS
3C

1P
R

O
D

 w
ith

 C
F

R



332 

21 CFR Ch. I (4–1–10 Edition) § 870.4370 

(b) Classification. Class III (premarket 
approval). 

(c) Date PMA or notice of completion of 
a PDP is required. No effective date has 
been established of the requirement for 
premarket approval. See § 870.3. 

[45 FR 7907–7971, Feb. 5, 1980, as amended at 
52 FR 17737, May 11, 1987] 

§ 870.4370 Roller-type 
cardiopulmonary bypass blood 
pump. 

(a) Identification. A roller-type 
cardiopulmonary bypass blood pump is 
a device that uses a revolving roller 
mechanism to pump the blood through 
the cardiopulmonary bypass circuit 
during bypass surgery. 

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

§ 870.4380 Cardiopulmonary bypass 
pump speed control. 

(a) Identification. A cardiopulmonary 
bypass pump speed control is a device 
used that incorporates an electrical 
system or a mechanical system, or 
both, and is used to control the speed 
of blood pumps used in 
cardiopulmonary bypass surgery. 

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

§ 870.4390 Cardiopulmonary bypass 
pump tubing. 

(a) Identification. A cardiopulmonary 
bypass pump tubing is polymeric tub-
ing which is used in the blood pump 
head and which is cyclically com-
pressed by the pump to cause the blood 
to flow through the cardiopulmonary 
bypass circuit. 

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

§ 870.4400 Cardiopulmonary bypass 
blood reservoir. 

(a) Identification. A cardiopulmonary 
bypass blood reservoir is a device used 
in conjunction with short-term 
extracorporeal circulation devices to 
hold a reserve supply of blood in the 
bypass circulation. 

(b) Classification. Class II (perform-
ance standards), except that a reservoir 
that contains a defoamer or filter is 
classified into the same class as the 
defoamer or filter. 

§ 870.4410 Cardiopulmonary bypass in- 
line blood gas sensor. 

(a) Identification. A cardiopulmonary 
bypass in-line blood gas sensor is a 
transducer that measures the level of 
gases in the blood. 

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

§ 870.4420 Cardiopulmonary bypass 
cardiotomy return sucker. 

(a) Identification. A cardiopulmonary 
bypass cardiotomy return sucker is a 
device that consists of tubing, a con-
nector, and a probe or tip that is used 
to remove blood from the chest or 
heart during cardiopulmonary bypass 
surgery. 

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

§ 870.4430 Cardiopulmonary bypass 
intracardiac suction control. 

(a) Identification. A cardiopulmonary 
bypass intracardiac suction control is a 
device which provides the vacuum and 
control for a cardiotomy return sucker. 

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

§ 870.4450 Vascular clamp. 

(a) Identification. A vascular clamp is 
a surgical instrument used to occlude a 
blood vessel temporarily. 

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

§ 870.4475 Surgical vessel dilator. 

(a) Identification. A surgical vessel di-
lator is a device used to enlarge or cali-
brate a vessel. 

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

§ 870.4500 Cardiovascular surgical in-
struments. 

(a) Identification. Cardiovascular sur-
gical instruments are surgical instru-
ments that have special features for 
use in cardiovascular surgery. These 
devices include, e.g., forceps, retrac-
tors, and scissors. 

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