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SUBCHAPTER F—BIOLOGICS 

PART 600—BIOLOGICAL 
PRODUCTS: GENERAL 

Subpart A—General Provisions 

Sec. 
600.2 Mailing addresses. 
600.3 Definitions. 

Subpart B—Establishment Standards 

600.10 Personnel. 
600.11 Physical establishment, equipment, 

animals, and care. 
600.12 Records. 
600.13 Retention samples. 
600.14 Reporting of biological product devi-

ations by licenses manufacturers. 
600.15 Temperatures during shipment. 

Subpart C—Establishment Inspection 

600.20 Inspectors. 
600.21 Time of inspection. 
600.22 Duties of inspector. 

Subpart D—Reporting of Adverse 
Experiences 

600.80 Postmarketing reporting of adverse 
experiences. 

600.81 Distribution reports. 
600.90 Waivers. 

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355, 
360, 360i, 371, 374; 42 U.S.C. 216, 262, 263, 263a, 
264, 300aa–25. 

CROSS REFERENCES: For U.S. Customs 
Service regulations relating to viruses, se-
rums, and toxins, see 19 CFR 12.21–12.23. For 
U.S. Postal Service regulations relating to 
the admissibility to the United States mails 
see parts 124 and 125 of the Domestic Mail 
Manual, that is incorporated by reference in 
39 CFR part 111. 

Subpart A—General Provisions 
§ 600.2 Mailing addresses. 

(a) Licensed biological products regu-
lated by the Center for Biologics Evalua-
tion and Research (CBER). Unless other-
wise stated in paragraphs (c) or (d) of 
this section, or as otherwise prescribed 
by FDA regulation, all submissions to 
CBER referenced in parts 600 through 
680 of this chapter, as applicable, must 
be sent to: Document Control Center 
(HFM–99), Center for Biologics Evalua-
tion and Research, Food and Drug Ad-
ministration, 1401 Rockville Pike, suite 

200N, Rockville, MD 20852–1448. Exam-
ples of such submissions include: Bio-
logics license applications (BLAs) and 
their amendments and supplements, 
adverse experience reports, biological 
product deviation reports, fatality re-
ports, and other correspondence. Bio-
logical products samples must not be 
sent to this address but must be sent to 
the address in paragraph (c) of this sec-
tion. 

(b) Licensed biological products regu-
lated by the Center for Drug Evaluation 
and Research (CDER). Unless otherwise 
stated in paragraphs (b)(1), (b)(2), (b)(3), 
or (c) of this section, or as otherwise 
prescribed by FDA regulation, all sub-
missions to CDER referenced in parts 
600, 601, and 610 of this chapter, as ap-
plicable, must be sent to: CDER Thera-
peutic Biological Products Document 
Room, Center for Drug Evaluation and 
Research, Food and Drug Administra-
tion, 12229 Wilkins Ave., Rockville, MD 
20852. Examples of such submissions in-
clude: BLAs and their amendments and 
supplements, and other correspond-
ence. 

(1) Biological Product Deviation Report-
ing (CDER). All biological product devi-
ation reports required under § 600.14 
must be sent to: Division of Compli-
ance Risk Management and Surveil-
lance (HFD–330), Office of Compliance, 
Center for Drug Evaluation and Re-
search, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857. 

(2) Postmarketing Adverse Experience 
Reporting (CDER). All postmarketing 
reports required under § 600.80 must be 
sent to: Central Document Room, Cen-
ter for Drug Evaluation and Research, 
Food and Drug Administration, 5901–B 
Ammendale Rd., Beltsville, MD 20705– 
1266. 

(3) Advertising and Promotional Label-
ing (CDER). All advertising and pro-
motional labeling supplements re-
quired under § 601.12(f) of this chapter 
must be sent to: Division of Drug Mar-
keting, Advertising and Communica-
tion (HFD–42), Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, 5600 Fishers Lane, rm. 
8B45, Rockville, MD 20857. 
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(c) Samples and Protocols for licensed 
biological products regulated by CBER or 
CDER. (1) Biological product samples 
and/or protocols, other than radio-
active biological product samples and 
protocols, required under §§ 600.13, 
600.22, 601.15, 610.2, 660.6, 660.36, or 660.46 
of this chapter must be sent by courier 
service to: Sample Custodian (ATTN: 
HFM–672), Food and Drug Administra-
tion, Center for Biologics Evaluation 
and Research, Bldg: NLRC–B, rm. 113, 
5516 Nicholson Lane, Kensington, MD 
20895. The protocol(s) may be placed in 
the box used to ship the samples to 
CBER. A cover letter should not be in-
cluded when submitting the protocol 
with the sample unless it contains per-
tinent information affecting the re-
lease of the lot. 

(2) Radioactive biological products 
required under § 610.2 of this chapter 
must be sent by courier service to: 
Sample Custodian (ATTN: HFM–672), 
Food and Drug Administration, Center 
for Biologics Evaluation and Research, 
Nicholson Lane Research Center, c/o 
Radiation Safety Office, National In-
stitutes of Health, 21 Wilson Dr., rm. 
107, Bethesda, MD 20892–6780. 

(d) Vaccine Adverse Event Reporting 
System (VAERS). All VAERS reports as 
specified in § 600.80(c) must be sent to: 
Vaccine Adverse Event Reporting Sys-
tem (VAERS), P.O. Box 1100, Rockville, 
MD 20849–1100. 

(e) Address information for submis-
sions to CBER and CDER other than 
those listed in parts 600 through 680 of 
this chapter are included directly in 
the applicable regulations. 

(f) Obtain updated mailing address 
information for biological products 
regulated by CBER at http:// 
www.fda.gov/cber/pubinquire.htm, or for 
biological products regulated by CDER 
at http://www.fda.gov/cder/biologics/de-
fault.htm. 

[70 FR 14981, Mar. 24, 2005] 

§ 600.3 Definitions. 
As used in this subchapter: 
(a) Act means the Public Health Serv-

ice Act (58 Stat. 682), approved July 1, 
1944. 

(b) Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-

ices to whom the authority involved 
has been delegated. 

(c) Commissioner of Food and Drugs 
means the Commissioner of the Food 
and Drug Administration. 

(d) Center for Biologics Evaluation and 
Research means Center for Biologics 
Evaluation and Research of the Food 
and Drug Administration. 

(e) State means a State or the Dis-
trict of Columbia, Puerto Rico, or the 
Virgin Islands. 

(f) Possession includes among other 
possessions, Puerto Rico and the Vir-
gin Islands. 

(g) Products includes biological prod-
ucts and trivalent organic arsenicals. 

(h) Biological product means any 
virus, therapeutic serum, toxin, anti-
toxin, or analogous product applicable 
to the prevention, treatment or cure of 
diseases or injuries of man: 

(1) A virus is interpreted to be a prod-
uct containing the minute living cause 
of an infectious disease and includes 
but is not limited to filterable viruses, 
bacteria, rickettsia, fungi, and pro-
tozoa. 

(2) A therapeutic serum is a product 
obtained from blood by removing the 
clot or clot components and the blood 
cells. 

(3) A toxin is a product containing a 
soluble substance poisonous to labora-
tory animals or to man in doses of 1 
milliliter or less (or equivalent in 
weight) of the product, and having the 
property, following the injection of 
non-fatal doses into an animal, of caus-
ing to be produced therein another 
soluble substance which specifically 
neutralizes the poisonous substance 
and which is demonstrable in the 
serum of the animal thus immunized. 

(4) An antitoxin is a product con-
taining the soluble substance in serum 
or other body fluid of an immunized 
animal which specifically neutralizes 
the toxin against which the animal is 
immune. 

(5) A product is analogous: 
(i) To a virus if prepared from or with 

a virus or agent actually or potentially 
infectious, without regard to the de-
gree of virulence or toxicogenicity of 
the specific strain used. 

(ii) To a therapeutic serum, if com-
posed of whole blood or plasma or con-
taining some organic constituent or 
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