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mailing addresses in § 600.2 of this chap-
ter) must be at least two final con-
tainers of each lot of product. A copy 
of the associated documents which de-
scribe and identify the shipment must 
accompany the shipment for for-
warding with the samples to the Direc-
tor, Center for Biologics Evaluation 
and Research or the Director, Center 
for Drug Evaluation and Research (see 
mailing addresses in § 600.2). For ship-
ments of 20 or less final containers, 
samples need not be forwarded, pro-
vided a copy of an official release from 
the Center for Biologics Evaluation 
and Research or Center for Drug Eval-
uation and Research accompanies each 
shipment. 

[70 FR 14983, Mar. 24, 2005] 

§ 601.20 Biologics licenses; issuance 
and conditions. 

(a) Examination—compliance with re-
quirements. A biologics license applica-
tion shall be approved only upon exam-
ination of the product and upon a de-
termination that the product complies 
with the standards established in the 
biologics license application and the 
requirements prescribed in the regula-
tions in this chapter including but not 
limited to the good manufacturing 
practice requirements set forth in 
parts 210, 211, 600, 606, and 820 of this 
chapter. 

(b) Availability of product. No bio-
logics license shall be issued unless: 

(1) The product intended for intro-
duction into interstate commerce is 
available for examination, and 

(2) Such product is available for in-
spection during all phases of manufac-
ture. 

(c) Manufacturing process—impairment 
of assurances. No product shall be li-
censed if any part of the process of or 
relating to the manufacture of such 
product, in the judgment of the Direc-
tor, Center for Biologics Evaluation 
and Research or the Director, Center 
for Drug Evaluation and Research, 
would impair the assurances of contin-
ued safety, purity, and potency as pro-
vided by the regulations contained in 
this chapter. 

(d) Inspection—compliance with re-
quirements. A biologics license shall be 
issued or a biologics license application 
approved only after inspection of the 

establishment(s) listed in the biologics 
license application and upon a deter-
mination that the establishment(s) 
complies with the standards estab-
lished in the biologics license applica-
tion and the requirements prescribed in 
applicable regulations. 

(e) One biologics license to cover all lo-
cations. One biologics license shall be 
issued to cover all locations meeting 
the establishment standards identified 
in the approved biologics license appli-
cation and each location shall be sub-
ject to inspection by FDA officials. 

[64 FR 56451, Oct. 20, 1999, as amended at 70 
FR 14983, Mar. 24, 2005] 

§ 601.21 Products under development. 
A biological product undergoing de-

velopment, but not yet ready for a bio-
logics license, may be shipped or other-
wise delivered from one State or pos-
session into another State or posses-
sion provided such shipment or deliv-
ery is not for introduction or delivery 
for introduction into interstate com-
merce, except as provided in sections 
505(i) and 520(g) of the Federal Food, 
Drug, and Cosmetic Act, as amended, 
and the regulations thereunder (21 CFR 
parts 312 and 812). 

[64 FR 56451, Oct. 20, 1999] 

§ 601.22 Products in short supply; ini-
tial manufacturing at other than li-
censed location. 

A biologics license issued to a manu-
facturer and covering all locations of 
manufacture shall authorize persons 
other than such manufacturer to con-
duct at places other than such loca-
tions the initial, and partial manufac-
turing of a product for shipment solely 
to such manufacturer only to the ex-
tent that the names of such persons 
and places are registered with the Com-
missioner of Food and Drugs and it is 
found upon application of such manu-
facturer, that the product is in short 
supply due either to the peculiar 
growth requirements of the organism 
involved or to the scarcity of the ani-
mal required for manufacturing pur-
poses, and such manufacturer has es-
tablished with respect to such persons 
and places such procedures, inspec-
tions, tests or other arrangements as 
will ensure full compliance with the 
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applicable regulations of this sub-
chapter related to continued safety, 
purity, and potency. Such persons and 
places shall be subject to all regula-
tions of this subchapter except §§ 601.2 
to 601.6, 601.9, 601.10, 601.20, 601.21 to 
601.33, and 610.60 to 610.65 of this chap-
ter. For persons and places authorized 
under this section to conduct the ini-
tial and partial manufacturing of a 
product for shipment solely to a manu-
facturer of a product subject to licen-
sure under § 601.2(c), the following addi-
tional regulations shall not be applica-
ble: §§ 600.10(b) and (c), 600.11, 600.12, 
600.13, 610.11, and 610.53 of this chapter. 
Failure of such manufacturer to main-
tain such procedures, inspections, 
tests, or other arrangements, or failure 
of any person conducting such partial 
manufacturing to comply with applica-
ble regulations shall constitute a 
ground for suspension or revocation of 
the authority conferred pursuant to 
this section on the same basis as pro-
vided in §§ 601.6 to 601.8 with respect to 
the suspension and the revocation of li-
censes. 

[42 FR 4718, Jan. 25, 1977, as amended at 61 
FR 24233, May 14, 1996; 64 FR 56452, Oct. 20, 
1999] 

§ 601.25 Review procedures to deter-
mine that licensed biological prod-
ucts are safe, effective, and not mis-
branded under prescribed, rec-
ommended, or suggested conditions 
of use. 

For purposes of reviewing biological 
products that have been licensed prior 
to July 1, 1972, to determine that they 
are safe and effective and not mis-
branded, the following regulations 
shall apply. Prior administrative ac-
tion exempting biological products 
from the provisions of the Federal 
Food, Drug, and Cosmetic Act is super-
seded to the extent that these regula-
tions result in imposing requirements 
pursuant to provisions therein for a 
designated biological product or cat-
egory of products. 

(a) Advisory review panels. The Com-
missioner of Food and Drugs shall ap-
point advisory review panels (1) to 
evaluate the safety and effectiveness of 
biological products for which a license 
has been issued pursuant to section 351 
of the Public Health Service Act, (2) to 

review the labeling of such biological 
products, and (3) to advise him on 
which of the biological products under 
review are safe, effective, and not mis-
branded. An advisory review panel 
shall be established for each designated 
category of biological product. The 
members of a panel shall be qualified 
experts, appointed by the Commis-
sioner, and shall include persons from 
lists submitted by organizations rep-
resenting professional, consumer, and 
industry interests. Such persons shall 
represent a wide divergence of respon-
sible medical and scientific opinion. 
The Commissioner shall designate the 
chairman of each panel, and summary 
minutes of all meetings shall be made. 

(b) Request for data and views. (1) The 
Commissioner of Food and Drugs will 
publish a notice in the FEDERAL REG-
ISTER requesting interested persons to 
submit, for review and evaluation by 
an advisory review panel, published 
and unpublished data and information 
pertinent to a designated category of 
biological products. 

(2) Data and information submitted 
pursuant to a published notice, and 
falling within the confidentiality pro-
visions of 18 U.S.C. 1905, 5 U.S.C. 552(b), 
or 21 U.S.C. 331(j), shall be handled by 
the advisory review panel and the Food 
and Drug Administration as confiden-
tial until publication of a proposed 
evaluation of the biologics under re-
view and the full report or reports of 
the panel. Thirty days thereafter such 
data and information shall be made 
publicly available and may be viewed 
at the Division of Dockets Manage-
ment of the Food and Drug Adminis-
tration, except to the extent that the 
person submitting it demonstrates that 
it still falls within the confidentiality 
provisions of one or more of those stat-
utes. 

(3) To be considered, 12 copies of the 
submission on any marketed biological 
product within the class shall be sub-
mitted, preferably bound, indexed, and 
on standard sized paper, approximately 
81⁄2 × 11 inches. The time allotted for 
submissions will be 60 days, unless oth-
erwise indicated in the specific notice 
requesting data and views for a par-
ticular category of biological products. 
When requested, abbreviated submis-
sions should be sent. All submissions 
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