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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 
acting as the foreign establishment’s 
agent is not physically present. 

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

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

(a) All owners or operators of estab-
lishments 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 shall comply with this part. Reg-
istration does not permit any blood 
bank or similar establishment to ship 
blood products in interstate commerce. 

(b) Forms for registration of an es-
tablishment are obtainable on request 
from the Center for Biologics Evalua-
tion and Research (HFM–375) (see mail-
ing addresses in § 600.2 of this chapter), 
or at any of the Food and Drug Admin-
istration district offices. 

(c) The completed form should be 
mailed to the Center for Biologics 
Evaluation and Research (HFM–375) 
(see mailing addresses in § 600.2 of this 
chapter). 

[40 FR 52788, Nov. 12, 1975, as amended at 49 
FR 23833, June 8, 1984; 55 FR 11014, Mar. 26, 
1990; 66 FR 59158, Nov. 27, 2001; 70 FR 14984, 
Mar. 24, 2005] 

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) No registration fee is required. Es-
tablishment registration and blood 
product listing do not constitute an ad-
mission 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] 

§ 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, 
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