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Subpart C—FDA Accreditation of an 
Issuing Agency 

830.100 FDA accreditation of an issuing 
agency. 

830.110 Application for accreditation as an 
issuing agency. 

830.120 Responsibilities of an FDA-accred-
ited issuing agency. 

830.130 Suspension or revocation of the ac-
creditation of an issuing agency. 

Subpart D—FDA as an Issuing Agency 

830.200 When FDA will act as an issuing 
agency. 

830.210 Eligibility for use of FDA as an 
issuing agency. 

830.220 Termination of FDA service as an 
issuing agency. 

Subpart E—Global Unique Device 
Identification Database 

830.300 Devices subject to device identifica-
tion data submission requirements. 

830.310 Information required for unique de-
vice identification. 

830.320 Submission of unique device identi-
fication information. 

830.330 Times for submission of unique de-
vice identification information. 

830.340 Voluntary submission of ancillary 
device identification information. 

830.350 Correction of information submitted 
to the Global Unique Device Identifica-
tion Database. 

830.360 Records to be maintained by the la-
beler. 

AUTHORITY: 21 U.S.C. 321, 331, 352, 353, 360, 
360d, 360i, 360j, 371. 

SOURCE: 78 FR 58823, Sept. 24, 2013, unless 
otherwise noted. 

Subpart A—General Provisions 

SOURCE: 78 FR 58825, Sept. 24, 2013, unless 
otherwise noted. 

§ 830.3 Definitions. 
As used in this part: 
Automatic identification and data cap-

ture (AIDC) means any technology that 
conveys the unique device identifier or 
the device identifier of a device in a 
form that can be entered into an elec-
tronic patient record or other com-
puter system via an automated proc-
ess. 

Center Director means the Director of 
the Center for Devices and Radio-
logical Health or the Director of the 
Center for Biologics Evaluation and 

Research, depending on which Center 
has been assigned lead responsibility 
for the device. 

Device package means a package that 
contains a fixed quantity of a par-
ticular version or model of a device. 

Expiration date means the date by 
which the label of a device states the 
device must or should be used. 

FDA, we, or us means the Food and 
Drug Administration. 

Federal Food, Drug, and Cosmetic Act 
means 21 U.S.C. 321 et seq., as amended. 

Finished device means any device or 
accessory to any device that is suitable 
for use or capable of functioning. 

Global Unique Device Identification 
Database (GUDID) means the database 
that serves as a repository of informa-
tion to facilitate the identification of 
medical devices through their distribu-
tion and use. 

Human cell, tissue, or cellular or tissue- 
based product (HCT/P) regulated as a de-
vice means an HCT/P as defined in 
§ 1271.3(d) of this chapter that does not 
meet the criteria in § 1271.10(a) and that 
is also regulated as a device. 

Issuing agency means an organization 
accredited by FDA to operate a system 
for the issuance of unique device iden-
tifiers. 

Label has the meaning set forth in 
section 201(k) of the Federal Food, 
Drug, and Cosmetic Act. 

Labeler means: 
(1) Any person who causes a label to 

be applied to a device with the intent 
that the device will be commercially 
distributed without any subsequent re-
placement or modification of the label; 
and 

(2) Any person who causes the label 
of a device to be replaced or modified 
with the intent that the device will be 
commercially distributed without any 
subsequent replacement or modifica-
tion of the label, except that the addi-
tion of the name of, and contact infor-
mation for, a person who distributes 
the device, without making any other 
changes to the label, is not a modifica-
tion for the purposes of determining 
whether a person is a labeler. 

Lot or batch means one finished device 
or more that consist of a single type, 
model, class, size, composition, or soft-
ware version that are manufactured 
under essentially the same conditions 
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and that are intended to have uniform 
characteristics and quality within 
specified limits. 

Shipping container means a container 
used during the shipment or transpor-
tation of devices, and whose contents 
may vary from one shipment to an-
other. 

Small business means a medical device 
manufacturer with 500 or fewer em-
ployees, or a medical device relabeler 
or repackager with 100 or fewer em-
ployees. 

Specification means any requirement 
with which a device must conform. 

Unique device identifier (UDI) means 
an identifier that adequately identifies 
a device through its distribution and 
use by meeting the requirements of 
§ 830.20. A UDI is composed of: 

(1) A device identifier—a mandatory, 
fixed portion of a UDI that identifies 
the specific version or model of a de-
vice and the labeler of that device; and 

(2) A production identifier—a condi-
tional, variable portion of a UDI that 
identifies one or more of the following 
when included on the label of the de-
vice: 

(i) The lot or batch within which a 
device was manufactured; 

(ii) The serial number of a specific 
device; 

(iii) The expiration date of a specific 
device; 

(iv) The date a specific device was 
manufactured. 

(v) For an HCT/P regulated as a de-
vice, the distinct identification code 
required by § 1271.290(c) of this chapter. 

Universal product code (UPC) means 
the product identifier used to identify 
an item sold at retail in the United 
States. 

Version or model means all devices 
that have specifications, performance, 
size, and composition, within limits set 
by the labeler. 

Subpart B—Requirements for a 
Unique Device Identifier 

§ 830.10 Incorporation by reference. 
(a) Certain material is incorporated 

by reference into this part with the ap-
proval of the Director of the Federal 
Register in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. To enforce 
any edition other than that specified in 

this section, the Food and Drug Admin-
istration must publish notice of change 
in the FEDERAL REGISTER and the ma-
terial must be available to the public. 
All approved material is available for 
inspection at the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852, 301–827–6860, 
and is available from the source listed 
in paragraph (b) of this section. Copies 
are also available for purchase from 
the American National Standards In-
stitute (ANSI), mailing address: ANSI, 
Attn: Customer Service Department, 25 
West 43rd St., 4th floor, New York, NY 
10036, phone: 212–642–4980, and may be 
ordered online at http:// 
webstore.ansi.org/. The material is also 
available for inspection at the National 
Archives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030 or go to: http:// 
www.archives.gov/federal_register/ 
code_of_federal_regulations/ 
ibr_locations.html. 

(b) International Organization for 
Standardization (ISO), mailing address: 
ISO, Attn: ISO Central Secretariat, 1, 
ch. de la Voie-Creuse, Case postale 56, 
CH–1211 Geneva 20, Switzerland, phone 
(dialing from the United States): 011– 
41–22–749–0111, and may be ordered on-
line at http://www.standardsinfo.net. 

(1) ISO/IEC 646:1991(E), Information 
technology—ISO 7-bit coded character 
set for information interchange (third 
edition; December 15, 1991), into 
§§ 830.20(c) and 830.100(b); 

(2) ISO/IEC 15459–2:2006(E), Informa-
tion technology—Unique identifiers— 
Part 2: Registration procedures (second 
edition; March 1, 2006), into §§ 830.20(b) 
and 830.100(b); 

(3) ISO/IEC 15459–4:2008(E), Informa-
tion technology—Unique identifiers— 
Part 4: Individual items (second edi-
tion; July 15, 2008), into §§ 830.20(b) and 
830.100(b); 

(4) ISO/IEC 15459–6:2007(E), Informa-
tion technology—Unique identifiers— 
Part 6: Unique identifier for product 
groupings (first edition; June 15, 2007), 
into §§ 830.20(b) and 830.100(b). 
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