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this part. The contact for device infor-
mation may authorize an issuing agen-
cy or any other person to provide infor-
mation to FDA on behalf of the labeler.

(b) Information shall be submitted via
electronic means. All information re-
quired by this subpart shall be sub-
mitted electronically to FDA’s Global
Unique Device Identification Database
(GUDID) in a format that we can proc-
ess, review, and archive, unless the la-
beler has obtained a waiver from elec-
tronic submission of unique device
identifier (UDI) data.

(c) Waiver from electronic submission.
(1) A labeler may request a waiver from
electronic submission of UDI data by
submitting a letter addressed to the
appropriate Center Director explaining
why electronic submission is not tech-
nologically feasible; send the request
by email to: udi@fda.hhs.gov, or by cor-
respondence to: UDI Regulatory Policy
Support, Center for Devices and Radio-
logical Health, Food and Drug Admin-
istration, Bldg. 66, Rm. 3303, 10903 New
Hampshire Ave., Silver Spring, MD
20993-0002.

(2) If the establishment where the la-
beler is located has obtained a waiver
from electronic submission of registra-
tion and listing information under sec-
tion 510(p) of the Federal Food, Drug,
and Cosmetic Act, the labeler is
deemed to have a waiver from elec-
tronic submission of UDI data.

(3) A labeler that has a waiver from
electronic submission of UDI data must
send a letter containing all of the in-
formation required by §830.310, as well
as any ancillary information permitted
to be submitted under §830.340 that the
labeler wishes to submit, within the
time permitted by §830.330, addressed
to: UDI Regulatory Policy Support,
Center for Devices and Radiological
Health, Food and Drug Administration,
Bldg. 66, Rm. 3303, 10903 New Hampshire
Ave., Silver Spring, MD 20993-0002.

§830.330 Times for submission of
unique device identification infor-
mation.

(a) The labeler shall submit to FDA
the information required by §830.310 no
later than the date the label of the de-
vice must bear a unique device identi-
fier under §801.20 of this chapter.

§830.350

(b) The labeler of a device shall sub-
mit to FDA an update to the informa-
tion required by §830.310 whenever the
information changes. The updated in-
formation must be submitted no later
than the date a device is first labeled
with the changed information. If the
information does not appear on the
label of a device, the updated informa-
tion must be submitted within 10 busi-
ness days of the change.

§830.340 Voluntary submission of an-
cillary device identification infor-
mation.

(a) You may not submit any informa-
tion to the Global Unique Device Iden-
tification Database (GUDID) other
than that specified by §830.310, except
where FDA acts to permit the submis-
sion of specified additional types of in-
formation, termed ancillary informa-
tion.

(b) FDA will provide information
through the FDA Web site at http:/
www.fda.gov/udi/ concerning the types
of ancillary information that may be
submitted to the GUDID.

(c) FDA may periodically change the
types of ancillary information that
may be submitted to the GUDID. We
will announce any change on the FDA
Web site at htip:/www.fda.gov/udi/ at
least 60 days before making the change.

§830.350 Correction of information
submitted to the Global Unique De-
vice Identification Database.

(a) If FDA becomes aware that any
information submitted to the Global
Unique Device Identification Database
(GUDID) appears to be incorrect or po-
tentially misleading, we may notify
the labeler of the specific information
that appears to be incorrect, and re-
quest that the labeler provide cor-
rected information or explain why the
information is correct. The labeler
must provide corrected information or
provide a satisfactory explanation of
why the information is correct within
30 days of receipt of FDA’s notifica-
tion.

(b) If the labeler does not respond to
FDA’s notification within 30 days of re-
ceipt, or if FDA determines, at any
time, that any information in the
GUDID is incorrect or could be mis-
leading, we may delete or correct the
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§830.360

information. Any action taken by FDA
under this paragraph does not relieve
the labeler of its responsibility under
paragraph (a) of this section to provide
corrected information or an expla-
nation of why the information pre-
viously submitted is correct.

§830.360 Records to be maintained by
the labeler.

(a) Bach labeler shall retain, and sub-
mit to FDA upon specific request,
records showing all unique device iden-
tifiers (UDIs) used to identify devices
that must bear a UDI on their label,
and the particular version or model as-
sociated with each device identifier.
These records must be retained for 3
yvears from the date the labeler ceases
to market the version or model.

(b) Compliance with this section does
not relieve the labeler of the need to
comply with recordkeeping require-
ments of any other FDA regulation.
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Subpart A—General

§860.1 Scope.

(a) This part implements sections 513,
514(b), 515(b), and 520(1) of the act with
respect to the classification and reclas-
sification of devices intended for
human use.

(b) This part prescribes the criteria
and procedures to be used by classifica-
tion panels in making their rec-
ommendations and by the Commis-
sioner in making the Commissioner’s
determinations regarding the class of
regulatory control (class I, class II, or
class III) appropriate for particular de-
vices. Supplementing the general Food
and Drug Administration procedures
governing advisory committees (part 14
of this chapter), this part also provides
procedures for manufacturers, import-
ers, and other interested persons to
participate in proceedings to classify
and reclassify devices. This part also
describes the kind of data required for
determination of the safety and effec-
tiveness of a device, and the cir-
cumstances under which information
submitted to classification panels or to
the Commissioner in connection with
classification and reclassification pro-
ceedings will be available to the public.

§860.3 Definitions.

For the purposes of this part:

(a) Act means the Federal Food,
Drug, and Cosmetic Act.

(b) Commissioner means the Commis-
sioner of Food and Drugs, Food and
Drug Administration, United States
Department of Health and Human
Services, or the Commissioner’s des-
ignee.

(c) Class means one of the three cat-
egories of regulatory control for med-
ical devices, defined below:

(1) Class I means the class of devices
that are subject to only the general
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