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§606.110

(d) In addition to the requirements of
this subpart and in conformity with
this section, any facility may utilize
current standard operating procedures
such as the manuals of the organiza-
tions, as long as such specific proce-
dures are consistent with, and at least
as stringent as, the requirements con-
tained in this part.

(1) American Association of Blood
Banks.

(2) American National Red Cross.

(3) Other organizations or individual
blood banks, subject to approval by the
Director, Center for Biologics Evalua-
tion and Research.

[40 FR 53532, Nov. 18, 1975, as amended at 49
FR 23833, June 8, 1984; 556 FR 11013, Mar. 26,
1990; 61 FR 47422, Sept. 9, 1996; 64 FR 45370,
Aug. 19, 1999; 66 FR 31176, June 11, 2001; 72 FR
48798, Aug. 24, 2007; 80 FR 80651, Dec. 28, 2015;
80 FR 29895, May 22, 2015]

§606.110 Plateletpheresis,
leukapheresis, and plasmapheresis.

(a) The use of plateletpheresis and
leukapheresis procedures to obtain a
product for a specific recipient may be
at variance with the additional stand-
ards for specific products prescribed in
this part provided that: (1) A physician
has determined that the recipient must
be transfused with the leukocytes or
platelets from a specific donor, and (2)
the procedure is performed under the
supervision of a responsible physician
who is aware of the health status of the
donor, and the physician has deter-
mined and documented that the do-
nor’s health permits plateletpheresis or
leukapheresis.

(b) Plasmapheresis of donors who do
not meet the donor requirements of
§§630.10, 630.15, 640.64 and 640.65 of this
chapter for the collection of plasma
containing rare antibodies shall be per-
mitted only with the prior approval of
the Director, Center for Biologics Eval-
uation and Research.

[40 FR 53532, Nov. 18, 1975, as amended at 49

FR 23833, June 8, 1984; 55 FR 11013, Mar. 26,
1990; 80 FR 29895, May 22, 2015]
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Subpart G—Additional Labeling
Standards for Blood and
Blood Components

§606.120 Labeling,
ments.

general require-

(a) Labeling operations shall be sepa-
rated physically or spatially from
other operations in a manner adequate
to prevent mixups.

(b) The labeling operation shall in-
clude the following labeling controls:

(1) Labels shall be held upon receipt,
pending review and proofing against an
approved final copy, to ensure accuracy
regarding identity, content, and con-
formity with the approved copy.

(2) Each type of label representing
different products shall be stored and
maintained in a manner to prevent
mixups, and stocks of obsolete labels
shall be destroyed.

(3) All necessary checks in labeling
procedures shall be utilized to prevent
errors in translating test results to
container labels.

(c) All labeling shall be clear and leg-
ible.

[60 FR 35469, Aug. 30, 1985]

§606.121 Container label.

(a) The container label requirements
are designed to facilitate the use of a
uniform container label for blood and
blood components intended for use in
transfusion or further manufacture by
all blood establishments.

(b) The label provided by the col-
lecting facility and the initial proc-
essing facility must not be removed, al-
tered, or obscured, except that the
label may be altered to indicate the
proper name of the product, with any
appropriate modifiers and attributes,
and other information required to iden-
tify accurately the contents of a con-
tainer after blood components consid-
ered finished products have been pre-
pared.

(c) The container label must include
the following information, as well as
other specialized information as re-
quired in this section for specific prod-
ucts:

(1) The proper name of the product in
a prominent position, with any appro-
priate modifiers and attributes.
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