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(e)(1)dii), (e)2)(ii), and (e)3), (h), or
(H)(@), (1)(2), and (1)(3) of this section.

[77 FR 16, Jan. 3, 2012, as amended at 80 FR
29895, May 22, 2015]

§606.122 Circular of information.

A circular of information must be
available for distribution if the product
is intended for transfusion. The cir-
cular of information must 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
name and proportion of the anticoagu-
lant used in collecting the Whole Blood
from each product is prepared.

(e) A statement that the product was
prepared from blood that was found
negative when tested for relevant
transfusion-transmitted infections, as
required under §610.40 of this chapter
(include each test that was performed).

(f) The statement: ‘“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 circular
of information must 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 circular of in-
formation must contain:
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(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 circular of infor-
mation must 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 appropriate
for the product.

(3) When applicable, instructions to
begin administration of the product
within a specified time after thawing.

(4) Instructions to administer to
ABO-group-compatible recipients.

(5) A statement that this product has
the same risk of transmitting infec-
tious agents as Whole Blood; other
plasma volume expanders without this
risk are available for treating
hypovolemia.

(n) For Cryoprecipitated AHF, the
circular of information must 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
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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;
77 FR 18, Jan. 3, 2012; 80 FR 29895, May 22,
2015]

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.

(b) Adequate provisions for moni-
toring the reliability, accuracy, preci-
sion and performance of laboratory
test procedures and instruments.

(c) Adequate identification and han-
dling of all test samples so that they
are accurately related to the specific
unit of product being tested, or to its
donor, or to the specific recipient,
where applicable.

§606.145 Control of bacterial contami-
nation of platelets.

(a) Blood collection establishments
and transfusion services must assure
that the risk of bacterial contamina-
tion of platelets is adequately con-
trolled using FDA approved or cleared
devices or other adequate and appro-
priate methods found acceptable for
this purpose by FDA.

(b) In the event that a blood collec-
tion establishment identifies platelets
as bacterially contaminated, that es-
tablishment must not release for trans-
fusion the product or any other compo-
nent prepared from the same collec-
tion, and must take appropriate steps
to identify the organism.

(¢c) In the event that a transfusion
service identifies platelets as
bacterially contaminated, the trans-
fusion service must not release the
product and must notify the blood col-
lection establishment that provided
the platelets. The transfusion service
must take appropriate steps to identify
the organism; these steps may include
contracting with the collection estab-
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lishment or a laboratory to identify
the organism. The transfusion service
must further notify the blood collec-
tion establishment either by providing
information about the species of the
contaminating organism when the
transfusion service has been able to
identify it, or by advising the blood
collection establishment when the
transfusion service has determined
that the species cannot be identified.

(d) In the event that a contaminating
organism is identified under paragraph
(b) or (c) of this section, the collection
establishment’s responsible physician,
as defined in §630.3(i) of this chapter,
must determine whether the contami-
nating organism is likely to be associ-
ated with a bacterial infection that is
endogenous to the bloodstream of the
donor, in accordance with a standard
operating procedure developed under
§606.100(b)(22). This determination may
not be further delegated.

[80 FR 29895, May 22, 2015]

§606.151 Compatibility testing.

Standard operating procedures for
compatibility testing shall include the
following:

(a) A method of collecting and identi-
fying the blood samples of recipients to
ensure positive identification.

(b) The use of fresh recipient serum
or plasma samples less than 3 days old
for all pretransfusion testing if the re-
cipient has been pregnant or transfused
within the previous 3 months.

(c) Procedures to demonstrate incom-
patibility between the donor’s cell type
and the recipient’s serum or plasma
type.

(d) A provision that, if the unit of do-
nor’s blood has not been screened by a
method that will demonstrate aggluti-
nating, coating and hemolytic anti-
bodies, the recipient’s cells shall be
tested with the donor’s serum (minor
crossmatch) by a method that will so
demonstrate.

(e) Procedures to expedite trans-
fusion in life-threatening emergencies.
Records of all such incidents shall be
maintained, including complete docu-
mentation justifying the emergency
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