§607.21

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), whether or not the output of
such blood product establishment or
any particular blood product so listed
enters interstate commerce.

(b) Preparatory to engaging in the
manufacture of blood products, owners
or operators of establishments who are
submitting an establishment license
application to manufacture blood prod-
ucts are required to register before the
establishment license application is ap-
proved.

(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.

§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)) for
which a license is required, registra-
tion shall follow within 5 days after the
submission of an establishment and
product license application in order to
manufacture blood products. Owners or
operators of all establishments so en-
gaged shall register annually between
November 15 and December 31 and shall
update their blood product listing in-
formation every June and December.

§607.22 How and where to register es-
tablishments and list blood prod-
ucts.

(a) The first registration of an estab-
lishment shall be on Form FD-2830
(Blood Establishment Registration and
Product Listing) obtainable on request
from the Department of Health and
Human Services, Food and Drug Ad-
ministration, Center for Biologics
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Evaluation and Research (HFB-240),
8800 Rockville Pike, Bethesda, MD
20892, or from Food and Drug Adminis-
tration district offices. Subsequent an-
nual registration shall also be accom-
plished on Form FD-2830 which will be
furnished by the Food and Drug Ad-
ministration before November 15 of
each year to establishments whose
product registration for that year was
validated pursuant to §607.35. The com-
pleted form shall be mailed to the
above address before December 31 of
that year.

(b) The first list of blood products
and subsequent June and December
updatings shall be on Form FD-2830,
obtainable upon request as described in
paragraph (a) of this section. In lieu of
Form FD-2830, tapes for computer
input may be submitted if equivalent
in all elements of information as speci-
fied in Form FD-2830. All formats pro-
posed for such use will require initial
review and approval by the Office of
Compliance, Center for Biologics Eval-
uation and Research, Food and Drug
Administration.

[40 FR 52788, Nov. 12, 1975, as amended at 49
FR 23833, June 8, 1984; 55 FR 11014, Mar. 26,
1990]

§607.25 Information required for es-
tablishment registration and blood
product listing.

(a) Form FD-2830 (Blood Establish-
ment Registration and Product List-
ing) requires furnishing or confirming
registration information required by
the act. This information includes the
name and street address of the estab-
lishment, including post office ZIP
code; all trade names used by the es-
tablishment; the kind of ownership or
operation (that is, individually owned
partnership, or corporation); and the
name of the owner or operator of such
establishment. The term ‘‘name of the
owner or operator’ shall include in the
case of a partnership the name of each
partner, and in the case of a corpora-
tion the name and title of each cor-
porate officer and director and the
name of the State of incorporation.
The information required shall be
given separately for each establish-
ment, as defined in §607.3(c).
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(b) Form FD-2830 also requires fur-
nishing blood product listing informa-
tion required by the act as follows:

(1) A list of blood products, including
bulk product substances as well as fin-
ished dosage forms, by established
name as defined in section 502(e) of the
act and by proprietary name, which are
being manufactured for commercial
distribution and which have not been
included in any list previously submit-
ted on Form FD-2830 (Blood Establish-
ment Registration and Product List-
ing) or Form FD-2250 (National Drug
Code Directory Input).

(2) For each blood product so listed
which is subject to section 351 of the
Public Health Service Act, the license
number of the manufacturer issued by
the Center for Biologics Evaluation
and Research, Food and Drug Adminis-
tration.

(3) For each blood product listed, the
registration number of every blood
product establishment within the par-
ent company at which it is manufac-
tured.

[40 FR 52788, Nov. 12, 1975, as amended at 49
FR 23833, June 8, 1984; 55 FR 11013, Mar. 26,
1990]

§607.26 Amendments to establishment
registration.

Changes in individual ownership, cor-
porate or partnership structure loca-
tion or blood-product-handling activ-
ity, shall be submitted on Form FD-
2830 (Blood Establishment Registration
and Product Listing) as amendment to
registration within 5 days of such
changes. Changes in the names of offi-
cers and directors of the corporations
do not require such amendment but
must be shown at time of annual reg-
istration.

§607.30 Updating blood product list-
ing information.

(a) After submission of the initial
blood product listing information,
every person who is required to list
blood products pursuant to §607.20 shall
submit on Form FD-2830 (Blood Estab-
lishment Registration and Product
Listing) during each subsequent June
and December, or at the discretion of
the registrant at the time the change
occurs, the following information:
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(1) A list of each blood product intro-
duced by the registrant for commercial
distribution which has not been in-
cluded in any list previously submit-
ted. All of the information required by
§607.25(b) shall be provided for each
such blood product.

(2) A list of each blood product for-
merly listed pursuant to §607.25(b) for
which commercial distribution has
been discontinued, including for each
blood product so listed the identity by
established name and proprietary
name, and date of discontinuance. It is
requested but not required that the
reason for discontinuance of distribu-
tion be included with this information.

(3) A list of each blood product for
which a notice of discontinuance was
submitted pursuant to paragraph (a)(2)
of this section and for which commer-
cial distribution has been resumed, in-
cluding for each blood product so listed
the identity by established name as de-
fined in section 502(e) of the act and by
any proprietary name, the date of re-
sumption, and any other information
required by 8§607.25(b) not previously
submitted.

(4) Any material change in any infor-
mation previously submitted.

(b) When no changes have occurred
since the previously submitted list, no
listing information is required.

§607.31 Additional blood product list-
ing information.

(a) In addition to the information
routinely required by §§607.25 and
607.30, the Commissioner may require
submission of the following informa-
tion by letter or by FEDERAL REGISTER
notice:

(1) For a particular blood product so
listed, upon request made by the Com-
missioner for good cause, a copy of all
advertisements.

(2) For a particular blood product so
listed, upon a finding by the Commis-
sioner that it is necessary to carry out
the purposes of the act, a quantitative
listing of all ingredients.

(3) For each registrant, upon a find-
ing by the Commissioner that it is nec-
essary to carry out the purposes of the
act, a list of each listed blood product
containing a particular ingredient.



