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and the date of expiration or the date 
of collection, whichever is applicable. 

§ 606.170 Adverse reaction file. 
(a) Records shall be maintained of 

any reports of complaints of adverse 
reactions regarding each unit of blood 
or blood product arising as a result of 
blood collection or transfusion. A thor-
ough investigation of each reported ad-
verse reaction shall be made. A written 
report of the investigation of adverse 
reactions, including conclusions and 
followup, shall be prepared and main-
tained as part of the record for that lot 
or unit of final product by the col-
lecting or transfusing facility. When it 
is determined that the product was at 
fault in causing a transfusion reaction, 
copies of all such written reports shall 
be forwarded to and maintained by the 
manufacturer or collecting facility. 

(b) When a complication of blood col-
lection or transfusion is confirmed to 
be fatal, the Director, Office of Compli-
ance and Biologics Quality, Center for 
Biologics Evaluation and Research, 
shall be notified by telephone, fac-
simile, express mail, or electronically 
transmitted mail as soon as possible; a 
written report of the investigation 
shall be submitted to the Director, Of-
fice of Compliance and Biologics Qual-
ity, Center for Biologics Evaluation 
and Research, within 7 days after the 
fatality by the collecting facility in 
the event of a donor reaction, or by the 
facility that performed the compat-
ibility tests in the event of a trans-
fusion reaction. 

[40 FR 53532, Nov. 18, 1975, as amended at 49 
FR 23833, June 8, 1984; 50 FR 35471, Aug. 30, 
1985; 55 FR 11014, Mar. 26, 1990; 64 FR 45371, 
Aug. 19, 1999; 67 FR 9586, Mar. 4, 2002] 

§ 606.171 Reporting of product devi-
ations by licensed manufacturers, 
unlicensed registered blood estab-
lishments, and transfusion services. 

(a) Who must report under this section? 
You, a licensed manufacturer of blood 
and blood components, including 
Source Plasma; an unlicensed reg-
istered blood establishment; or a trans-
fusion service who had control over the 
product when the deviation occurred, 
must report under this section. If you 
arrange for another person to perform 
a manufacturing, holding, or distribu-

tion step, while the product is in your 
control, that step is performed under 
your control. You must establish, 
maintain, and follow a procedure for 
receiving information from that person 
on all deviations, complaints, and ad-
verse events concerning the affected 
product. 

(b) What do I report under this section? 
You must report any event, and infor-
mation relevant to the event, associ-
ated with the manufacturing, to in-
clude testing, processing, packing, la-
beling, or storage, or with the holding 
or distribution, of both licensed and 
unlicensed blood or blood components, 
including Source Plasma, if that event 
meets all the following criteria: 

(1) Either: 
(i) Represents a deviation from cur-

rent good manufacturing practice, ap-
plicable regulations, applicable stand-
ards, or established specifications that 
may affect the safety, purity, or po-
tency of that product; or 

(ii) Represents an unexpected or un-
foreseeable event that may affect the 
safety, purity, or potency of that prod-
uct; and 

(2) Occurs in your facility or another 
facility under contract with you; and 

(3) Involves distributed blood or 
blood components. 

(c) When do I report under this section? 
You should report a biological product 
deviation as soon as possible but you 
must report at a date not to exceed 45- 
calendar days from the date you, your 
agent, or another person who performs 
a manufacturing, holding, or distribu-
tion step under your control, acquire 
information reasonably suggesting 
that a reportable event has occurred. 

(d) How do I report under this section? 
You must report on Form FDA–3486. 

(e) Where do I report under this section? 
You must send the completed Form 
FDA–3486 to the Director, Office of 
Compliance and Biologics Quality 
(HFM–600) (see mailing addresses in 
§ 600.2 of this chapter) by either a paper 
or electronic filing: 

(1) If you make a paper filing, you 
should identify on the envelope that a 
BPDR (biological product deviation re-
port) is enclosed; or 

(2) If you make an electronic filing, 
you may submit the completed Form 
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FDA–3486 electronically through 
CBER’s website at www.fda.gov/cber. 

(f) How does this regulation affect other 
FDA regulations? This part supplements 
and does not supersede other provisions 
of the regulations in this chapter. All 
biological product deviations, whether 
or not they are required to be reported 
under this section, should be inves-
tigated in accordance with the applica-
ble provisions of parts 211, 606, and 820 
of this chapter. 

[65 FR 66635, Nov. 7, 2000, as amended at 70 
FR 14984, Mar. 24, 2005] 

PART 607—ESTABLISHMENT REG-
ISTRATION AND PRODUCT LIST-
ING FOR MANUFACTURERS OF 
HUMAN BLOOD AND BLOOD 
PRODUCTS 

Subpart A—General Provisions 

Sec. 
607.3 Definitions. 
607.7 Establishment registration and prod-

uct listing of blood banks and other 
firms manufacturing human blood and 
blood products. 

Subpart B—Procedures for Domestic Blood 
Product Establishments 

607.20 Who must register and submit a blood 
product list. 

607.21 Times for establishment registration 
and blood product listing. 

607.22 How and where to register establish-
ments and list blood products. 

607.25 Information required for establish-
ment registration and blood product list-
ing. 

607.26 Amendments to establishment reg-
istration. 

607.30 Updating blood product listing infor-
mation. 

607.31 Additional blood product listing in-
formation. 

607.35 Notification of registrant; blood prod-
uct establishment registration number 
and NDC Labeler Code. 

607.37 Inspection of establishment registra-
tions and blood product listings. 

607.39 Misbranding by reference to estab-
lishment registration or to registration 
number. 

Subpart C—Procedures for Foreign Blood 
Product Establishments 

607.40 Establishment registration and blood 
product listing requirements for foreign 
blood product establishments. 

Subpart D—Exemptions 

607.65 Exemptions for blood product estab-
lishments. 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 355, 
360, 371, 374, 381, 393; 42 U.S.C. 262, 264, 271. 

SOURCE: 40 FR 52788, Nov. 12, 1975, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 607.3 Definitions. 

(a) The term act means the Federal 
Food, Drug, and Cosmetic Act approved 
June 25, 1938 (52 Stat. 1040 et seq., as 
amended, 21 U.S.C. 301–392). 

(b) Blood and blood product means a 
drug which consists of human whole 
blood, plasma, or serum or any product 
derived from human whole blood, plas-
ma, or serum, hereinafter referred to as 
‘‘blood product.’’ For the purposes of 
this part only, blood and blood product 
also means those products that meet 
the definition of a device under the 
Federal Food, Drug, and Cosmetic Act 
and that are licensed under section 351 
of the Public Health Service Act. 

(c) Establishment means a place of 
business under one management at one 
general physical location. The term in-
cludes, among others, human blood and 
plasma donor centers, blood banks, 
transfusion services, other blood prod-
uct manufacturers and independent 
laboratories that engage in quality 
control and testing for registered blood 
product establishments. 

(d) Manufacture means the collection, 
preparation, processing or compat-
ibility testing by chemical, physical, 
biological, or other procedures of any 
blood product which meets the defini-
tion of a drug as defined in section 
201(g) of the act, and including manipu-
lation, sampling, testing, or control 
procedures applied to the final product 
or to any part of the process. The term 
includes packaging, labeling, repack-
aging or otherwise changing the con-
tainer, wrapper, or labeling of any 
blood product package in furtherance 
of the distribution of the blood product 
from the original place of manufacture 
to the person who makes final delivery 
or sale to the ultimate consumer. 

(e) Commercial distribution means any 
distribution of a blood product except 
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