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§ 640.21

in § 610.40 of this chapter and § 640.5 (a),
(b), and (c).

§ 640.17 Modifications
products.

[53 FR 117, Jan. 5, 1988, as amended at 66 FR
31165, June 11, 2001]

Red
Blood
Cells
Frozen:
A
cryophylactic substance may be added
to the Red Blood Cells for extended
manufacturers’ storage at ¥65° C or
colder, provided the manufacturer submits data considered by the Director,
Center for Biologics Evaluation and
Research, as adequately demonstrating
through in vivo cell survival and other
appropriate tests that the addition of
the substance, the materials used and
the processing methods results in a
final product that meets the required
standards of safety, purity, and potency for Red Blood Cells, and that the
frozen product will maintain those
properties for the prescribed dating period. Section 640.11 (a) and (b) do not
apply while a cryophylactic substance
is present.

§ 640.15

Segments for testing.

Segments collected in integral tubing shall meet the following standards:
(a) One or more segments shall be
provided with each unit of Whole Blood
or Red Blood Cells when issued or reissued.
(b) Before they are filled, all segments shall be marked or identified so
as to relate them to the donor of that
unit of red cells.
(c) All segments accompanying a unit
of Red Blood Cells shall be filled at the
time the blood is collected or at the
time the final product is prepared.
[66 FR 40890, Aug. 6, 2001]
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§ 640.16

Processing.

(a) Separation. Within the timeframe
specified in the directions for use for
the blood collecting, processing, and
storage system used, Red Blood Cells
may be prepared either by centrifugation, done in a manner that will not
tend to increase the temperature of the
blood, or by normal undisturbed sedimentation. A portion of the plasma
sufficient to insure optimal cell preservation shall be left with the red cells
except when a cryoprotective substance or additive solution is added for
prolonged storage.
(b) Sterile system. All surfaces that
come in contact with the red cells shall
be sterile and pyrogen-free.
(c) Final containers. Final containers
used for Red Blood Cells shall be the
original blood containers unless the
method of processing requires a different container. The final container
shall meet the requirements for blood
containers prescribed in § 640.2(c). At
the time of filing, if a different container is used, it shall be marked or
identified by number or other symbol
so as to relate it to the donor of that
unit of red cells.
[38 FR 32089, Nov. 20, 1973, as amended at 43
FR 34460, Aug. 4, 1978; 50 FR 4139, Jan. 29,
1985; 64 FR 45372, Aug. 19, 1999; 66 FR 1836,
Jan. 10, 2001; 66 FR 40890, Aug. 6, 2001]

for

[38 FR 32089, Nov. 20, 1973, as amended at 41
FR 18292, May 3, 1976; 49 FR 23834, June 8,
1984; 50 FR 4139, Jan. 29, 1985; 55 FR 11013,
Mar. 26, 1990; 63 FR 16685, Apr. 6, 1998]

Subpart C—Platelets
§ 640.20

Platelets.

(a) Proper name and definition. The
proper name of this product shall be
Platelets. The product is defined as
platelets collected from one unit of
blood and resuspended in an appropriate volume of original plasma, as
prescribed in § 640.24(d).
(b) Source. The source material for
Platelets is plasma which may be obtained by whole blood collection or by
plateletpheresis.
[40 FR 4304, Jan. 29, 1975, as amended at 47
FR 49021, Oct. 29, 1982; 50 FR 4139, Jan. 29,
1985; 72 FR 45887, Aug. 16, 2007]

§ 640.21

Suitability of donors.

(a) Whole blood donors shall meet the
criteria for suitability prescribed in
§ 640.3.
(b) [Reserved]
(c) Plateletpheresis donors must
meet the criteria for suitability as prescribed in §§ 640.3 and 640.63(c)(6) or as
described in an approved biologics license application (BLA) or an approved
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supplement to a BLA. Informed consent must be obtained as prescribed in
§ 640.61.
[40 FR 4304, Jan. 29, 1975, as amended at 49
FR 23834, June 8, 1984; 64 FR 56453, Oct. 20,
1999; 72 FR 45887, Aug. 16, 2007]

§ 640.22 Collection of source material.
(a) Whole blood used as the source of
Platelets shall be collected as prescribed in § 640.4.
(b) [Reserved]
(c) If plateletpheresis is used, the
procedure for collection must be as
prescribed in §§ 640.62, 640.64 (except
paragraph (c)), and 640.65, or as described in an approved biologics license
application (BLA) or an approved supplement to a BLA.
(d) The phlebotomy shall be performed by a single uninterrupted
venipuncture with minimal damage to,
and minimal manipulation of, the donor’s tissue.
[40 FR 4304, Jan. 29, 1975, as amended at 45
FR 27927, Apr. 25, 1980; 49 FR 23834, June 8,
1984; 50 FR 4139, Jan. 29, 1985; 55 FR 11013,
Mar. 26, 1990; 59 FR 49351, Sept. 28, 1994; 64 FR
45372, Aug. 19, 1999; 64 FR 56453, Oct. 20, 1999;
72 FR 45887, Aug. 16, 2007]

§ 640.23 Testing the blood.
(a) Blood from which plasma is separated for the preparation of Platelets
shall be tested as prescribed in § 610.40
of this chapter and § 640.5 (a), (b), and
(c).
(b) The tests shall be performed on a
sample of blood collected at the time of
collecting the source blood, and such
sample container shall be labeled with
the donor’s number before the container is filled.
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[40 FR 4304, Jan. 29, 1975, as amended at 50
FR 4139, Jan. 29, 1985; 53 FR 117, Jan. 5, 1988;
64 FR 45372, Aug. 19, 1999; 66 FR 1836, Jan. 10,
2001; 66 FR 31165, June 11, 2001]

§ 640.24 Processing.
(a) Separation of plasma and platelets and resuspension of the platelets
must be in a closed system. Platelets
must not be pooled during processing
unless the platelets are pooled as specified in the directions for use for the
blood collecting, processing, and storage system approved for such use by
the Director, Center for Biologics Evaluation and Research.

(b) Immediately after collection, the
whole blood or plasma shall be held in
storage between 20 and 24 °C unless it
must be transported from the collection center to the processing laboratory. During such transport, all reasonable methods shall be used to maintain
the temperature as close as possible to
a range between 20 and 24 °C until it arrives at the processing laboratory
where it shall be held between 20 and 24
°C until the platelets are separated.
The platelet concentrate shall be separated within 4 hours or within the
timeframe specified in the directions
for use for the blood collecting, processing, and storage system.
(c) The time and speed of centrifugation must have been demonstrated to
produce an unclumped product, without visible hemolysis, that yields a
count of not less than 5.5×1010 platelets
per unit in at least 75 percent of the
units tested.
(d) The volume of original plasma
used for resuspension of the platelets
shall be determined by the maintenance of a pH of not less than 6.2 during the storage period. The pH shall be
measured on a sample of platelets
which has been stored for the maximum dating period at the selected
storage temperature. One of the following storage temperatures shall be
used continuously:
(1) 20 to 24 °C.
(2) 1 to 6 °C.
(e) Final containers used for Platelets shall be colorless and transparent
to permit visual inspection of the contents; any closure shall maintain a hermetic seal and prevent contamination
of the contents. The container material
shall not interact with the contents,
under the customary conditions of
storage and use, in such a manner as to
have an adverse effect upon the safety,
purity, potency, or efficacy of the product. At the time of filling, the final
container shall be marked or identified
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]
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