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transfusion shall be labeled: ‘“‘Contains
(name of antibody).”

(5) Recovered plasma labels shall in-
clude:

(i) In lieu of an expiration date, the
date of collection of the oldest mate-
rial in the container.

(ii) The statement as applicable:
“Caution: For Manufacturing Use
Only”’; or ‘“‘Caution: For Use in Manu-
facturing Noninjectable Products
Only.” If the recovered plasma has a
reactive screening test for evidence of
infection due to a communicable dis-
ease agent(s) under §610.40 of this chap-
ter, or is collected from a donor with a
previous record of a reactive screening
test for evidence of infection due to a
communicable disease agent(s) under
§610.40 of this chapter, the recovered
plasma must be labeled as required
under §610.40(h)(2)(ii)(E) of this chap-
ter.

(iii) For recovered plasma not meet-
ing the requirements for manufacture
into licensable products, the state-
ment: ‘““Not for Use in Products Subject
to License Under Section 351 of the
Public Health Service Act.”

(f) Blood and blood components de-
termined to be unsuitable for trans-
fusion shall be prominently labeled:
“NOT FOR TRANSFUSION”, and the
label shall state the reason the unit is
considered unsuitable. The provision
does not apply to recovered plasma la-
beled according to paragraph (e)(b) of
this section.

(g) [Reserved]

(h) The following additional informa-
tion shall appear on the label for blood
or blood components shipped in an
emergency, prior to completion of re-

quired tests, in accordance with
§640.2(f) of this chapter:
(1) The statement: “FOR EMER-

GENCY USE ONLY BY .

(2) Results of any tests prescribed
under §§610.40, and 640.5 (a), (b), or (c)
of this chapter completed before ship-
ment.

(3) Indication of any tests prescribed
under §§610.40, and 640.5 (a), (b), or (c)
of this chapter and not completed be-
fore shipment.

(i) The following additional informa-
tion shall appear on the label for Whole
Blood or Red Blood Cells intended for
autologous infusion:
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(1) Information adequately identi-
fying the patient, e.g., name, blood
group, hospital, and identification
number.

(2) Date of donation.

3) The statement: “FOR

AUTOLOGOUS USE ONLY.”

(4) In place of the blood group label,
each container of blood intended for
autologous use and obtained from a
donor who fails to meet any of the
donor suitability requirements under
§640.3 of this chapter or who is reactive
in the hepatitis tests prescribed under
§610.40 of this chapter shall be promi-
nently and permanently labeled: “FOR
AUTOLOGOUS USE ONLY.”

(5) Units of blood originally intended
for autologous use, except those la-
beled as prescribed under paragraph
(i)(4) of this section, may be issued for
homologous transfusion provided the
container label complies with all appli-
cable provisions of paragraphs (b)
through (e) of this section. In such
case, the special label required under
paragraph (i) (1), (2), and (3) of this sec-
tion shall be removed or otherwise ob-
scured.

(j) A tie-tag attached to the con-
tainer may be used for providing the
information required by paragraph (e)
(DHii), (i), and (4), (h), or (1)), (2),
and (3) of this section.

[60 FR 35469, Aug. 30, 1985, as amended at 53
FR 116, Jan. 5, 1988; 55 FR 11014, Mar. 26, 1990;
57 FR 10814, Mar. 31, 1992; 59 FR 23636, May 6,
1994; 63 FR 16685, Apr. 6, 1998; 64 FR 45371,
Aug. 19, 1999; 66 FR 31162, June 11, 2001; 67 FR
4907, Feb. 1, 2002; 69 FR 9171, Feb. 26, 2004; 70
FR 14984, Mar. 24, 2005]

§606.122 Instruction circular.

An instruction circular shall be
available for distribution if the product
is intended for transfusion. The in-
struction circular shall provide ade-
quate directions for use, including the
following information:

(a) Instructions to mix the product
before use.

(b) Instructions to use a filter in the
administration equipment.

(c) The statement ‘Do Not Add Medi-
cations” or an explanation concerning
allowable additives.

(d) A description of the product, its
source, and preparation, including the
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name and proportion of the anticoagu-
lant used in collecting the Whole Blood
from each product is prepared.

(e) Statements that the product was
prepared from blood that was negative
when tested for antibody to Human Im-
munodeficiency Virus (HIV) and non-
reactive for hepatitis B surface antigen
by FDA required tests and nonreactive
when tested for syphilis by a serologic
test for syphilis (STS).

(f) The statements: ‘“Warning. The
risk of transmitting infectious agents
is present. Careful donor selection and
available laboratory tests do not elimi-
nate the hazard.”

(g) The names of cryoprotective
agents and other additives that may
still be present in the product.

(h) The names and results of all tests
performed when necessary for safe and
effective use.

(i) The use of the product, indica-
tions, contradications, side effects and
hazards, dosage and administration
recommendations.

(j) [Reserved]

(k) For Red Blood Cells, the instruc-
tion circular shall contain:

(1) Instructions to administer a suit-
able plasma volume expander if Red
Blood Cells are substituted when Whole
Blood is the indicated product.

(2) A warning not to add Lactated
Ringer’s Injection U.S.P. solution to
Red Blood Cell products.

(1) For Platelets, the instruction cir-
cular shall contain:

(1) The approximate volume of plas-
ma from which a sample unit of Plate-
lets is prepared.

(2) Instructions to begin administra-
tion as soon as possible, but not more
than 4 hours after entering the con-
tainer.

(m) For Plasma, the instruction cir-
cular shall contain:

(1) A warning against further proc-
essing of the frozen product if there is
evidence of breakage or thawing.

(2) Instructions to thaw the frozen
product at a temperature between 30
and 37 °C.

(3) When applicable, instructions to
begin administration of the product
within 6 hours after thawing.

(4) Instructions to administer to
ABO-group-compatible recipients.
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(5) A statement that this product has
the same hepatitis risk as Whole Blood;
other plasma volume expanders with-
out this risk are available for treating
hypovolemia.

(n) For Cryoprecipitated AHF, the in-
struction circular shall contain:

(1) A statement that the average po-
tency is 80 or more International Units
of antihemophilic factor.

(2) The statement: ““Usually contains
at least 150 milligrams of fibrinogen’’;
or, alternatively, the average
fibrinogen level determined by assay of
representative units.

(3) A warning against further proc-
essing of the product if there is evi-
dence of breakage or thawing.

(4) Instructions to thaw the product
for no more than 15 minutes at a tem-
perature of between 30 and 37 °C.

(5) Instructions to store at room tem-
perature after thawing and to begin ad-
ministration as soon as possible but no
more than 4 hours after entering the
container or after pooling and within 6
hours after thawing.

(6) A statement that 0.9 percent So-
dium Chloride Injection U.S.P. is the
preferred diluent.

(7) Adequate instructions for pooling
to ensure complete removal of all con-
centrated material from each con-
tainer.

(8) The statement: ‘““‘Good patient

management requires monitoring
treatment responses to
Cryoprecipitated AHF transfusions

with periodic plasma factor VIII or
fibrinogen assays in hemophilia A and
hypofibrinogenemic recipients, respec-
tively.”

[60 FR 35470, Aug. 30, 1985, as amended at 53
FR 116, Jan. 5, 1988; 64 FR 45371, Aug. 19, 1999]

Subpart H—Laboratory Controls

§606.140 Laboratory controls.

Laboratory control procedures shall
include:

(a) The establishment of scientif-
ically sound and appropriate specifica-
tions, standards and test procedures to
assure that blood and blood compo-
nents are safe, pure, potent and effec-
tive.
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