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by number so as to relate it to the 
donor. 

[40 FR 4304, Jan. 29, 1975, as amended at 42 

FR 10983, Feb. 25, 1977; 47 FR 49021, Oct. 29, 

1982; 50 FR 4139, Jan. 29, 1985; 63 FR 16685, 

Apr. 6, 1998; 64 FR 45372, Aug. 19, 1999; 66 FR 

1836, Jan. 10, 2001; 66 FR 40890, Aug. 6, 2001; 72 

FR 45887, Aug. 16, 2007; 73 FR 7464, Feb. 8, 

2008] 

§ 640.25 General requirements. 

(a) Storage. Immediately after re-
suspension, Platelets shall be placed in 
storage at the selected temperature 
range. If stored at 20 to 24 °C, a contin-
uous gentle agitation of the platelet 
concentrate shall be maintained 
throughout the storage period. Agita-
tion is optional if stored at a tempera-
ture between 1 and 6 °C. 

(b) Quality control testing. Each 
month four units prepared from dif-
ferent donors shall be tested at the end 
of the storage period as follows: 

(1) Platelet count. 

(2) pH of not less than 6.2 measured 
at the storage temperature of the unit. 

(3) Measurement of actual plasma 
volume. 

(4) If the results of the quality con-
trol testing indicate that the product 
does not meet the prescribed require-
ments, immediate corrective action 
shall be taken and a record maintained 
of such action. 

(c) Manufacturing responsibility. All 
manufacturing of Platelets shall be 
performed at the same licensed estab-
lishment, except that the quality con-
trol testing under paragraph (b) of this 
section may be performed by a clinical 
laboratory which meets the standards 
of the Clinical Laboratories Improve-
ment Amendments of 1988 (CLIA) (42 
U.S.C. 263a) and is qualified to perform 
platelet counts. Such arrangements 
must be approved by the Director, Cen-
ter for Biologics Evaluation and Re-
search, Food and Drug Administration. 
Such testing shall not be considered as 
divided manufacturing, as described in 
§ 610.63 of this chapter, provided the fol-
lowing conditions are met: 

(1) The results of each test are re-
ceived within 10 days of the prepara-
tion of the platelet concentrate, and 
are maintained by the establishment 
licensed for Platelets so that they may 
be reviewed by an authorized rep-

resentative of the Food and Drug Ad-

ministration. 

(2) The licensed Platelets manufac-

turer has obtained a written agreement 

that the testing laboratory will permit 

an authorized representative of the 

Food and Drug Administration to in-

spect its testing procedures and facili-

ties during reasonable business hours. 

(3) The testing laboratory will par-

ticipate in any proficiency testing pro-

grams undertaken by the Center for 

Biologics Evaluation and Research, 

Food and Drug Administration. 

[40 FR 4304, Jan. 29, 1975, as amended at 47 

FR 49021, Oct. 29, 1982; 49 FR 23834, June 8, 

1984; 50 FR 4139, Jan. 29, 1985; 55 FR 11013, 

Mar. 26, 1990; 66 FR 1836, Jan. 10, 2001; 72 FR 

45888, Aug. 16, 2007] 

Subpart D—Plasma 

§ 640.30 Plasma. 

(a) Proper name and definition. The 

proper name of this component is Plas-

ma. The component is defined as: 

(1) The fluid portion of one unit of 

human blood intended for intravenous 

use which is collected in a closed sys-

tem, stabilized against clotting, and 

separated from the red cells; or 

(2) The fluid portion of human blood 

intended for intravenous use which is 

prepared by apheresis methods as spec-

ified in the directions for use for the 

blood collecting, processing, and stor-

age system including closed and open 

systems. 

(b) Source. (1) Plasma shall be ob-

tained by separating plasma from blood 

collected from blood donors or by plas-

mapheresis. 

(2) Plasma may be obtained from a 

unit of Whole Blood collected by an-

other licensed establishment. 

[42 FR 59878, Nov. 22, 1977; 48 FR 13026, Mar. 

29, 1983, as amended at 50 FR 4139, Jan. 29, 

1985; 72 FR 45888, Aug. 16, 2007] 

§ 640.31 Eligibility of donors. 

(a) Whole Blood donors must meet 

the criteria for donor eligibility pre-

scribed in §§ 630.10 and 630.15 of this 

chapter. 
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(b) Collection establishments must 
determine the eligibility of plasma-
pheresis donors in accordance with 
§§ 630.10 and 630.15 of this chapter. 

[80 FR 29904, May 22, 2015] 

§ 640.32 Collection of source material. 

(a) Whole Blood must be collected, 
transported, and stored as prescribed in 
§ 640.4. When whole blood is intended 
for Plasma, Fresh Frozen Plasma, and 
Liquid Plasma, until the plasma is re-
moved, the whole blood must be main-
tained at a temperature between 1 and 
6 °C or as specified in the directions for 
use for the blood collecting, processing, 
and storage system approved for such 
use by the Director, Center for Bio-
logics Evaluations and Research. 
Whole blood intended for Platelet Rich 
Plasma must be maintained as pre-
scribed in § 640.24 until the plasma is 
removed. The red blood cells must be 
placed in storage at a temperature be-
tween 1 and 6 °C immediately after the 
plasma is separated. 

(b) Plasma obtained by plasma-
pheresis shall be collected as pre-
scribed in § 640.64 (except that para-
graph (c)(3) of § 640.64 shall not apply), 
and § 640.65. 

[42 FR 59878, Nov. 22, 1977, as amended at 45 

FR 27927, Apr. 25, 1980; 50 FR 4139, Jan. 29, 

1985; 64 FR 45372, Aug. 19, 1999; 72 FR 45888, 

Aug. 16, 2007; 80 FR 29905, May 22, 2015] 

§ 640.33 Testing the blood. 

(a) Blood from which plasma is sepa-
rated shall be tested as prescribed in 
§ 610.40 of this chapter and § 640.5 (b) and 
(c). 

(b) Manufacturers of Plasma col-
lected by plasmapheresis shall have 
testing and recordkeeping responsibil-
ities equivalent to those prescribed in 
§§ 640.71 and 640.72. 

[42 FR 59878, Nov. 22, 1977, as amended at 44 

FR 17658, Mar. 23, 1979; 50 FR 4139, Jan. 29, 

1985; 53 FR 117, Jan. 5, 1988; 66 FR 31165, June 

11, 2001; 80 FR 29905, May 22, 2015] 

§ 640.34 Processing. 

(a) Plasma. Plasma shall be separated 
from the red blood cells and shall be 
stored at ¥18 °C or colder within 6 
hours after transfer to the final con-
tainer or within the timeframe speci-
fied in the directions for use for the 

blood collecting, processing, and stor-

age system unless the product is to be 

stored as Liquid Plasma. 

(b) Fresh Frozen Plasma. Fresh frozen 

plasma shall be prepared from blood 

collected by a single uninterrupted 

venipuncture with minimal damage to 

and minimal manipulation of the do-

nor’s tissue. The plasma must be sepa-

rated from the red blood cells or col-

lected by an apheresis procedure, and 

placed in a freezer within 8 hours or 

within the timeframe specified in the 

directions for use for the blood col-

lecting, processing, and storage sys-

tem, and stored at ¥18 °C or colder. 

(c) Liquid Plasma. Liquid Plasma 

shall be separated from the red blood 

cells and shall be stored at a tempera-

ture of 1 to 6 °C within 4 hours after 

filling the final container or within the 

timeframe specified in the directions 

for use for the blood collecting, proc-

essing, and storage system. 

(d) Platelet Rich Plasma. Platelet rich 

plasma shall be prepared from blood 

collected by a single uninterrupted 

venipuncture with minimal damage to 

and manipulation of the donor’s tissue. 

The plasma shall be separated from the 

red blood cells by centrifugation within 

4 hours after completion of the phle-

botomy or within the timeframe speci-

fied in the directions for use for the 

blood collecting, processing, and stor-

age system. The time and speed of the 

centrifugation shall have been shown 

to produce a product with at least 

250,000 platelets per microliter. The 

plasma shall be stored at a tempera-

ture between 20 and 24 °C immediately 

after filling the final container. A 

gentle and continuous agitation of the 

product shall be maintained through-

out the storage period, if stored at a 

temperature of 20 to 24 °C. 

(e) Modifications of Plasma. It is pos-

sible to separate Platelets and/or 

Cryoprecipitated AHF from Plasma. 

When these components are to be sepa-

rated, the plasma shall be collected as 

described in § 640.32 for Plasma. 

(1) Platelets shall be separated as 

prescribed in subpart C of part 640, 

prior to freezing the plasma. The re-

maining plasma may be labeled as 
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