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§ 864.9195 Blood mixing devices and 
blood weighing devices. 

(a) Identification. A blood mixing de-
vice is a device intended for medical 
purposes that is used to mix blood or 
blood components by agitation. A 
blood weighing device is a device in-
tended for medical purposes that is 
used to weigh blood or blood compo-
nents as they are collected. 

(b) Classification. Class I (general con-
trols). The manual device is exempt 
from the premarket notification proce-
dures in subpart E of part 807 of this 
chapter subject to § 864.9. 

[45 FR 60642, Sept. 12, 1980, as amended at 65 
FR 2310, Jan. 14, 2000]

§ 864.9205 Blood and plasma warming 
device. 

(a) Nonelectromagnetic blood or plasma 
warming device—(1) Identification. A 
nonelectromagnetic blood and plasma 
warming device is a device that warms 
blood or plasma, by means other than 
electromagnetic radiation, prior to ad-
ministration. 

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

(b) Electromagnetic blood and plasma 
warming device—(1) Identification. An 
electromagnetic blood and plasma 
warming device is a device that em-
ploys electromagnetic radiation 
(radiowaves or microwaves) to warm a 
bag or bottle of blood or plasma prior 
to administration. 

(2) Classfication. 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 for the device de-
scribed in paragraph (b)(1). See § 864.3. 

[45 FR 60642, Sept. 12, 1980, as amended at 52 
FR 17733, May 11, 1987]

§ 864.9225 Cell-freezing apparatus and 
reagents for in vitro diagnostic use. 

(a) Identification. Cell-freezing appa-
ratus and reagents for in vitro diag-
nostic use are devices used to freeze 
human red blood cells for in vitro diag-
nostic use. 

(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 § 864.9. 

[45 FR 60643, Sept. 12, 1980, as amended at 65 
FR 2310, Jan. 14, 2000]

§ 864.9245 Automated blood cell sepa-
rator. 

(a) Identification. An automated blood 
cell separator is a device that auto-
matically removes whole blood from a 
donor, separates the blood into compo-
nents (red blood cells, white blood 
cells, plasma, and platelets), retains 
one or more of the components, and re-
turns the remainder of the blood to the 
donor. The components obtained are 
transfused or used to prepare blood 
products for administration. These de-
vices operate on either a centrifugal 
separation principle or a filtration 
principle. The separation bowls of cen-
trifugal blood cell separators may be 
reusable or disposable. 

(b) Classification of device operating by 
filtration separation principle. Class II 
(special controls). The special controls 
for the device are that the manufac-
turer must file an annual report with 
FDA for 3 consecutive years. Each an-
nual report must include the following: 

(1) A summary of adverse donor reac-
tions reported by the users to the man-
ufacturer that do not meet the thresh-
old for medical device reporting under 
part 803 of this chapter; 

(2) Any change to the device, includ-
ing but not limited to: 

(i) New indications for use of the de-
vice; 

(ii) Labeling changes, including oper-
ation manual changes; 

(iii) Computer software changes, 
hardware changes, and disposable item 
changes, e.g., collection bags, tubing, 
filters; 

(3) Equipment failures, including 
software, hardware, and disposable 
item failures, e.g., collection bags, tub-
ing, filters. 

(c) Classification of device operating by 
centrifugal separation principle. Class III 
(premarket approval). 

(d) Date PMA or notice of completion of 
a PDP is required. No effective date has 
been established of the requirement for 
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