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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-

55

§606.151

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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action, which shall be signed by a phy-
sician.
[40 FR 53532, Nov. 18, 1975, as amended at 64

FR 45371, Aug. 19, 1999; 66 FR 1835, Jan. 10,
2001; 66 FR 40889, Aug. 6, 2001]

Subpart —Records and Reports

§606.160 Records.

(a)(1) Records shall be maintained
concurrently with the performance of
each significant step in the collection,
processing, compatibility testing, stor-
age and distribution of each unit of
blood and blood components so that all
steps can be clearly traced. All records
shall be legible and indelible, and shall
identify the person performing the
work, include dates of the various en-
tries, show test results as well as the
interpretation of the results, show the
expiration date assigned to specific
products, and be as detailed as nec-
essary to provide a complete history of
the work performed.

(2) Appropriate records shall be avail-
able from which to determine lot num-
bers of supplies and reagents used for
specific lots or units of the final prod-
uct.

(b) Records shall be maintained that
include, but are not limited to, the fol-
lowing when applicable:

(1) Donor records:

(i) Donor selection, including medical
interview and examination and where
applicable, informed consent.

(ii) Permanent and temporary defer-
rals for health reasons including rea-
son(s) for deferral.

(iii) Donor adverse reaction com-
plaints and reports, including results of
all investigations and followup.

(iv) Therapeutic bleedings, including
signed requests from attending physi-
cians, the donor’s disease and disposi-
tion of units.

(v) Immunization, including informed
consent, identification of the antigen,
dosage and route of administration.

(vi) Blood collection, including iden-
tification of the phlebotomist.

(vii) Records to relate the donor with
the unit number of each previous dona-
tion from that donor.

(viii) Records concerning the fol-
lowing activities performed under
§§610.46 and 610.47 of this chapter: Quar-
antine; consignee notification; testing;
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notification of a transfusion recipient,
the recipient’s physician of record, or
the recipient’s legal representative;
and disposition.

(ix) The donor’s postal address pro-
vided at the time of donation where the
donor may be contacted within 8 weeks
after donation.

(x) Records of notification of donors
deferred or determined not to be eligi-
ble for donation, including appropriate
followup if the initial attempt at noti-
fication fails, performed under §630.40
of this chapter.

(xi) Records of notification of the re-
ferring physician of a deferred
autologous donor, including appro-
priate followup if the initial attempt
at notification fails, performed under
§630.40 of this chapter.

(2) Processing records:

(i) Blood processing, including results
and interpretation of all tests and
retests.

(ii) Component preparation, includ-
ing all relevant dates and times.

(iii) Separation and pooling of recov-
ered plasma.

(iv) Centrifugation and pooling of
source plasma.

(v) Labeling, including initials of the
person(s) performing the procedure.

(3) Storage and distribution records:

(i) Distribution and disposition, as
appropriate, of blood and blood prod-
ucts.

(ii) Visual inspection of whole blood
and red blood cells during storage and
immediately before distribution.

(iii) Storage temperature, including
initialed temperature recorder charts.

(iv) Reissue, including records of
proper temperature maintenance.

(v) Emergency release of blood, in-
cluding signature of requesting physi-
cian obtained before or after release.

(4) Compatibility test records:

(1) Results of all compatibility tests,
including crossmatching, testing of pa-
tient samples, antibody screening and
identification.

(ii) Results of confirmatory testing.

(5) Quality control records:

(i) Calibration and standardization of
equipment.

(ii) Performance checks of equipment
and reagents.

(iii) Periodic check on sterile tech-
nique.
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