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(7) Performance data must dem-
onstrate electromagnetic compat-
ibility (EMC), electrical safety, ther-
mal safety, and mechanical safety. 

(8) Human factors performance eval-
uation must demonstrate that the user 
can correctly use the device, based 
solely on reading the directions for use. 

(9) Labeling must include: 
(i) Instructions for use; 
(ii) A shelf life and storage condi-

tions; 
(iii) Compatible procedures; 
(iv) A sizing table; and 
(v) Quantification of blood detected. 

[87 FR 34778, June 8, 2022] 

§ 870.1350 Catheter balloon repair kit. 

(a) Identification. A catheter balloon 
repair kit is a device used to repair or 
replace the balloon of a balloon cath-
eter. The kit contains the materials, 
such as glue and balloons, necessary to 
effect the repair or replacement. 

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

(c) Date PMA or notice of completion of 
a 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 December 26, 1996 
for any catheter balloon repair kit that 
was in commercial distribution before 
May 28, 1976, or that has, on or before 
December 26, 1996 been found to be sub-
stantially equivalent to a catheter bal-
loon repair kit that was in commercial 
distribution before May 28, 1976. Any 
other catheter balloon repair kit shall 
have an approved PMA or a declared 
completed PDP in effect before being 
placed in commercial distribution. 

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR 
17736, May 11, 1987; 61 FR 50706, Sept. 27, 1996] 

§ 870.1360 Trace microsphere. 

(a) Identification. A trace microsphere 
is a radioactively tagged nonbiodegrad-
able particle that is intended to be in-
jected into an artery or vein and 
trapped in the capillary bed for the 
purpose of studying blood flow within 
or to an organ. 

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

(c) Date PMA or notice of completion of 
a 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 December 26, 1996 
for any trace microsphere that was in 
commercial distribution before May 28, 
1976, or that has, on or before Decem-
ber 26, 1996 been found to be substan-
tially equivalent to a trace micro-
sphere that was in commercial dis-
tribution before May 28, 1976. Any 
other trace microsphere shall have an 
approved PMA or a declared completed 
PDP in effect before being placed in 
commercial distribution. 

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR 
17736, May 11, 1987; 61 FR 50706, Sept. 27, 1996] 

§ 870.1370 Catheter tip occluder. 

(a) Identification. A catheter tip 
occluder is a device that is inserted 
into certain catheters to prevent flow 
through one or more orifices. 

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

§ 870.1380 Catheter stylet. 

(a) Identification. A catheter stylet is 
a wire that is run through a catheter or 
cannula to render it stiff. 

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

§ 870.1390 Trocar. 

(a) Identification. A trocar is a sharp- 
pointed instrument used with a 
cannula for piercing a vessel or cham-
ber to facilitate insertion of the 
cannula. 

(b) Classification. Class II (special 
controls). Except for trocars that are 
reprocessed for multiple use, the device 
is exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to the limita-
tions in § 870.9. 

[45 FR 7907, Feb. 5, 1980, as amended at 84 FR 
71811, Dec. 30, 2019] 

§ 870.1405 Interventional cardio-
vascular implant simulation soft-
ware device. 

(a) Identification. An interventional 
cardiovascular implant simulation 
software device is a prescription device 
that provides a computer simulation of 
an interventional cardiovascular im-
plant device inside a patient’s cardio-
vascular anatomy. It performs com-
putational modeling to predict the 
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