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(10) The type of production identi-
fiers that appear on the label of the de-
vice; 

(11) The FDA premarket submission 
number of a cleared or approved device, 
or a statement that FDA has by regula-
tion exempted the device from pre-
market notification; 

(12) The FDA listing number assigned 
to the device; 

(13) The Global Medical Device No-
menclature (GMDN) term or code for 
the device; 

(14) The total number of individual 
devices contained in the device pack-
age. 

§ 830.320 Submission of unique device 
identification information. 

(a) Designation of contact for device 
identification. Each labeler must des-
ignate an individual to serve as the 
point of contact with FDA on matters 
relating to the identification of med-
ical devices marketed by the labeler. 
The contact for device information is 
responsible for ensuring FDA is pro-
vided with all information required by 
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, 10903 New Hampshire Ave., 
Bldg. 32, Rm. 3293, 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, 
10903 New Hampshire Ave., Bldg. 32, 
Rm. 3293, Silver Spring, MD 20993–0002. 

[78 FR 58826, Sept. 24, 2013, as amended at 85 
FR 18443, Apr. 2, 2020] 

§ 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. 

(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 
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