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¥20 °C’’ or ‘‘SHIPPING TEMPERATURE EX-
CEEDED ¥5 °C.’’ 

(vi) A statement as to whether the plasma 
was collected from normal donors, or from 
donors in specific collection programs ap-
proved by the Director, CBER. In the case of 
specific collection programs, the label must 
state the defining characteristics of the plas-
ma. In the case of immunized donors, the 
label must state the immunizing antigen. 

(f) Blood and blood components determined 
to be unsuitable for transfusion must be 
prominently labeled ‘‘NOT FOR TRANS-
FUSION,’’ and the label must state the rea-
son the unit is considered unsuitable. The 
provision does not apply to blood and blood 
components intended solely for further man-
ufacture. 

(g) [Reserved] 
(h) The following additional information 

must appear on the label for blood and blood 
components shipped in an emergency prior 
to completion of required tests, in accord-
ance with § 610.40(g) of this chapter: 

(1) The statement: ‘‘FOR EMERGENCY 
USE ONLY BY ll .’’ 

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

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

(i) The following additional information 
must appear on the label for blood and blood 
components intended for autologous trans-
fusion: 

(1) Information adequately identifying the 
patient, e.g., name, date of birth, hospital, 
and identification number. 

(2) Date of donation. 
(3) The statement: ‘‘AUTOLOGOUS 

DONOR.’’ 
(4) The ABO and Rh blood group and type, 

except as provided in paragraph (c)(9) of this 
section. 

(5) Each container of blood and blood com-
ponent intended for autologous use and ob-
tained from a donor who fails to meet any of 
the donor suitability requirements under 
§ 640.3 of this chapter or who is reactive to or 
positive for one or more tests for evidence of 
infection due to communicable disease 
agents under § 610.40 of this chapter must be 
prominently and permanently labeled ‘‘FOR 
AUTOLOGOUS USE ONLY’’ and as otherwise 
required under § 610.40 of this chapter. Such 
units also may have the ABO and Rh blood 
group and type on the label. 

(6) Units of blood and blood components 
originally intended for autologous use, ex-
cept those labeled as prescribed under para-
graph (i)(5) of this section, may be issued for 
allogeneic transfusion provided the con-
tainer label complies with all applicable pro-
visions of paragraphs (b) through (e) of this 
section. In such case, the special label re-
quired under paragraphs (i)(1), (i)(2), and 

(i)(3) of this section must be removed or oth-
erwise obscured. 

(j) A tie-tag attached to the container may 
be used for providing the information re-
quired by paragraphs (e)(1)(iii), (e)(2)(ii), and 
(e)(3), (h), or (i)(1), (i)(2), and (i)(3) of this sec-
tion. 

§ 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 
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. 
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(l) 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. 

(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.’’ 

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

EFFECTIVE DATE NOTE: At 77 FR 18, Jan. 3, 
2012, § 606.122 was amended by revising the 
section heading; revising the introductory 
text; revising paragraphs (e), (f), (m)(2), 
(m)(3), and (m)(5); andrevising the introduc-
tory text in paragraphs (k), (l), (m), and (n), 
effective July 2, 2012. For the convenience of 
the user, the revised text is set forth as fol-
lows: 

§ 606.122 Circular of information. 
A circular of information must be avail-

able for distribution if the product is in-
tended for transfusion. The circular of infor-
mation must provide adequate directions for 
use, including the following information: 

* * * * * 

(e) A statement that the product was pre-
pared from blood that was found negative 
when tested for communicable disease 
agents, as required under § 610.40 of this 
chapter (include each test that was per-
formed). 

(f) The statement: ‘‘Warning: The risk of 
transmitting infectious agents is present. 
Careful donor selection and available labora-
tory tests do not eliminate the hazard.’’ 

* * * * * 

(k) For Red Blood Cells, the circular of in-
formation must contain: 

* * * * * 

(l) For Platelets, the circular of informa-
tion must contain: 

* * * * * 

(m) For Plasma, the circular of informa-
tion must contain: 

(1) * * * 
(2) Instructions to thaw the frozen product 

at a temperature appropriate for the prod-
uct. 

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

* * * * * 

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

(n) For Cryoprecipitated AHF, the circular 
of information must contain: 

* * * * * 

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. 

§ 606.151 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 

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 I—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, 610.47, and 610.48 of this chap-
ter: Quarantine; consignee notification; 
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