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21 CFR Ch. I (4–1–19 Edition) § 607.1 

Subpart A—General Provisions 

§ 607.1 Scope. 
(a) This part establishes establish-

ment registration and product listing 
requirements for manufacturers of 
human blood and blood products. 

(b) This part establishes establish-
ment registration and product listing 
requirements for manufacturers of 
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, as well as licensed biologi-
cal products used in the manufacture 
of a licensed device. 

[81 FR 60221, Aug. 31, 2016] 

§ 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, as 
well as licensed biological products 
used in the manufacture of a licensed 
device. 

(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 
under the investigational use provi-
sions of part 312 of this chapter, but 
does not include internal or interplant 
transfer of a bulk product substance 
between registered establishments 
within the same parent, subsidiary, 
and/or affiliate company. For foreign 
establishments, the term ‘‘commercial 
distribution’’ shall have the same 
meaning except that the term shall not 
include distribution of any blood or 
blood product that is neither imported 
nor offered for import into the United 
States. 

(f) Any material change includes but is 
not limited to any change in the name 
of the blood product, in the quantity or 
identity of the active ingredient(s) or 
in the quantity or identity of the inac-
tive ingredient(s) where quantitative 
listing of all ingredients is required 
pursuant to § 607.31(a)(2) and any sig-
nificant change in the labeling of a 
blood product. Changes that are not 
significant include changes in arrange-
ment or printing or changes of an edi-
torial nature. 

(g) Bulk product substance means any 
substance that is represented for use in 
a blood product and when used in the 
manufacturing of a blood product be-
comes an active ingredient or a fin-
ished dosage form of such product. 

(h) Advertising and labeling include 
the promotional material described in 
§ 202.1(l) (1) and (2) of this chapter, re-
spectively. 

(i) The definitions and interpreta-
tions contained in sections 201 and 510 
of the act shall be applicable to such 
terms when used in this part 607. 

(j) United States agent means a person 
residing or maintaining a place of busi-
ness in the United States whom a for-
eign establishment designates as its 
agent. This definition excludes mail-
boxes, answering machines or services, 
or other places where an individual 
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acting as the foreign establishment’s 
agent is not physically present. 

(k) Importer means a person in the 
United States that is an owner, con-
signee, or recipient, at the time of 
entry, of a foreign establishment’s 
blood product that is imported into the 
United States. 

(l) Foreign for the purpose of registra-
tion and listing under this part when 
used to modify the term ‘‘establish-
ment’’ refers to an establishment that 
is located in a foreign country and is 
the site where a blood product that is 
imported or offered for import into the 
United States was manufactured. 

[40 FR 52788, Nov. 12, 1975, as amended at 55 
FR 11014, Mar. 26, 1990; 66 FR 59158, Nov. 27, 
2001; 81 FR 60222, Aug. 31, 2016] 

§ 607.7 Establishment registration and 
product listing of blood banks and 
other firms manufacturing human 
blood and blood products. 

All owners or operators of establish-
ments that engage in the manufac-
turing of blood products are required to 
register, pursuant to section 510 of the 
Federal Food, Drug, and Cosmetic Act. 
Registration and listing of blood prod-
ucts must comply with this part. Reg-
istration does not permit any blood 
bank or similar establishment to ship 
blood products in interstate commerce. 

[81 FR 60222, Aug. 31, 2016] 

Subpart B—Procedures for Domes-
tic Blood Product Establish-
ments 

§ 607.20 Who must register and submit 
a blood product list. 

(a) Owners or operators of all estab-
lishments, not exempt under section 
510(g) of the act or subpart D of this 
part, that engage in the manufacture 
of blood products shall register and 
submit a list of every blood product in 
commercial distribution (except that 
registration and listing information 
may be submitted by the parent, sub-
sidiary, and/or affiliate company for all 
establishments when operations are 
conducted at more than one establish-
ment and there exists joint ownership 
and control among all the establish-
ments). Blood products manufactured, 
prepared, propagated, compounded, or 

processed in any State as defined in 
section 201(a)(1) of the act must be list-
ed whether or not the output of such 
blood product establishment or any 
particular blood product so listed en-
ters interstate commerce. 

(b) Preparatory to engaging in the 
manufacture of blood products, owners 
or operators of establishments who are 
submitting a biologics license applica-
tion to manufacture blood products are 
required to register before the bio-
logics license application is approved. 

(c) Except in the case of licensed de-
vice manufacturers, no registration fee 
is required. Establishment registration 
and blood product listing do not con-
stitute an admission or agreement or 
determination that a blood product is a 
‘‘drug’’ within the meaning of section 
201(g) of the act. 

[40 FR 52788, Nov. 12, 1975, as amended at 64 
FR 56452, Oct. 20, 1999; 66 FR 59158, Nov. 27, 
2001; 81 FR 60222, Aug. 31, 2016] 

§ 607.21 Times for establishment reg-
istration and blood product listing. 

The owner or operator of an estab-
lishment entering into an operation de-
fined in § 607.3(d) shall register such es-
tablishment within 5 days after the be-
ginning of such operation and submit a 
list of every blood product in commer-
cial distribution at the time. If the 
owner or operator of the establishment 
has not previously entered into such 
operation (defined in § 607.3(d) of this 
chapter) for which a license is required, 
registration shall follow within 5 days 
after the submission of a biologics li-
cense application in order to manufac-
ture blood products. Owners or opera-
tors of all establishments so engaged 
must register annually between Octo-
ber 1 and December 31 and must update 
their blood product listing every June 
and December. 

[40 FR 52788, Nov. 12, 1975, as amended at 64 
FR 56453, Oct. 20, 1999; 81 FR 60222, Aug. 31, 
2016] 

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

(a) Initial and subsequent registra-
tions and product listings must be sub-
mitted electronically through the 
Blood Establishment Registration and 
Product Listing system, or any future 
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