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this section, of its intent to seek re-
newal. 

(2) FDA will notify the issuing agen-
cy of the relevant information, mate-
rials, and supporting documentation 
that we will require the issuing agency 
to submit as part of the renewal proce-
dure. We will tailor these requirements 
to reflect our experience with the 
issuing agency during the current and 
any prior period of accreditation. We 
will limit our request to the types of 
the information required by paragraph 
(a)(3) of this section, and we will re-
quire less information if experience 
shows that we need only a subset of 
that information. 

(3) At least 6 months before the date 
of expiration of its accreditation, an 
issuing agency shall furnish to FDA, at 
the email address we provide, a copy of 
a renewal application containing the 
information, materials, and supporting 
documentation requested by FDA in 
accordance with paragraph (b)(2) of 
this section. 

(4) Any issuing agency that does not 
plan to renew its accreditation shall so 
notify FDA at the address given in 
paragraph (a)(1) of this section at least 
9 months before the expiration of the 
issuing agency’s term of accreditation 
and shall include a description of its 
plans for allowing continued use of 
UDIs issued prior to the expiration of 
the current term of accreditation. 

(c) FDA action on an application for 
initial or renewal accreditation. (1) FDA 
will conduct a review and evaluation to 
determine whether the applicant meets 
the requirements of this subpart and 
whether the UDI system proposed by 
the applicant will meet the require-
ments of this subpart. 

(2) Within 60 days of receipt of an ap-
plication for accreditation, FDA will 
notify the applicant of any deficiencies 
in its application and will request cor-
rection of those deficiencies within 60 
days. The applicant may request an ex-
tension if it needs additional time to 
correct deficiencies in its application. 
If the deficiencies are not resolved to 
FDA’s satisfaction within the specified 
time period, the application for accred-
itation as an issuing agency may be de-
nied. 

(3) FDA shall notify the applicant 
whether the application for accredita-

tion has been granted or denied. That 
notification shall list any conditions of 
approval or state the reasons for de-
nial. 

(4) If FDA denies an application, we 
will advise the applicant of the cir-
cumstances under which a denied appli-
cation may be resubmitted. 

(5) If FDA does not reach a final deci-
sion on a renewal application before 
the expiration of an issuing agency’s 
current accreditation, the approval 
will be deemed extended until FDA 
reaches a final decision on the applica-
tion. 

(d) Relinquishment of accreditation. If 
an issuing agency decides to relinquish 
its accreditation before expiration of 
the current term of accreditation, it 
shall submit a letter of such intent to 
FDA, at the address provided in para-
graph (a)(1) of this section, at least 9 
months before relinquishing its accred-
itation. 

(e) Notice of termination of accredita-
tion. An issuing agency that does not 
apply for renewal of its accreditation, 
is denied renewal of accreditation by 
FDA, or relinquishes its accreditation 
and duties before expiration of the cur-
rent term of accreditation, shall notify 
all labelers that are using the issuing 
agency’s UDI system, in a manner and 
time period approved by FDA, of the 
date that the issuing agency will cease 
to serve as an FDA-accredited issuing 
agency. 

(f) Term of accreditation. The initial 
term of accreditation for an issuing 
agency shall be for a period of 3 years. 
An issuing agency’s term of accredita-
tion may be periodically renewed for a 
period of 7 years. 

§ 830.120 Responsibilities of an FDA- 
accredited issuing agency. 

To maintain its accreditation, an 
issuing agency must: 

(a) Operate a system for assignment 
of unique device identifiers (UDIs) that 
meets the requirements of § 830.20; 

(b) Make available information con-
cerning its system for the assignment 
of UDIs; 

(c) Maintain a list of labelers that 
use its system for the assignment of 
UDIs and provide FDA a copy of such 
list in electronic form by December 31 
of each year; 
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(d) Upon request, provide FDA with 
information concerning a labeler that 
is employing the issuing agency’s sys-
tem for assignment of UDIs; and 

(e) Remain in compliance with the 
eligibility and accreditation criteria 
set forth in § 830.100. 

§ 830.130 Suspension or revocation of 
the accreditation of an issuing 
agency. 

FDA may suspend or revoke the ac-
creditation of an issuing agency if FDA 
finds, after providing the issuing agen-
cy with notice and opportunity for an 
informal hearing in accordance with 
part 16 of this chapter, that the issuing 
agency or any officer, employee, or 
other agent of the issuing agency: 

(a) Has been guilty of misrepresenta-
tion or failure to disclose required in-
formation in obtaining accreditation; 

(b) Has failed to fulfill the respon-
sibilities outlined in § 830.120; 

(c) Has failed to protect against con-
flicts of interest that may impede the 
issuing agency’s ability to independ-
ently operate a fair and neutral identi-
fier system; 

(d) In the operation of the issuing 
agency, has engaged in any anti-
competitive activity to restrain trade; 
or 

(e) Has violated or aided and abetted 
in the violation of any regulation 
issued under section 510(e) or section 
519(f) of the Federal Food, Drug, and 
Cosmetic Act. 

Subpart D—FDA as an Issuing 
Agency 

SOURCE: 78 FR 58826, Sept. 24, 2013, unless 
otherwise noted. 
§ 830.200 When FDA will act as an issuing 

agency. 
(a) During any period where there is 

no accredited issuing agency, FDA will 
act as an issuing agency. 

(b) If FDA determines that a signifi-
cant number of small businesses would 
be substantially and adversely affected 
by the fees required by all accredited 
issuing agencies, FDA will act as an 
issuing agency. 

(c) FDA may, in its discretion, act as 
an issuing agency if we determine it is 
necessary for us to do so to ensure the 
continuity or the effectiveness of the 

system for the identification of med-
ical devices. 

(d) FDA may, in its discretion, act as 
an issuing agency if we determine it is 
appropriate for us to do so in order to 
facilitate or implement an alternative 
granted under § 801.55 of this chapter. 

§ 830.210 Eligibility for use of FDA as 
an issuing agency. 

When FDA acts as an issuing agency, 
any labeler will be permitted to use 
FDA’s unique device identification sys-
tem, regardless of whether the labeler 
is considered a small business. 

§ 830.220 Termination of FDA service 
as an issuing agency. 

(a) FDA may end our services as an 
issuing agency if we determine that the 
conditions that prompted us to act no 
longer exist and that ending our serv-
ices would not be likely to lead to a re-
turn of the conditions that prompted 
us to act. 

(b) If FDA has ended our services as 
an issuing agency, a labeler may con-
tinue to use a device identifier as-
signed under FDA’s unique device iden-
tification system until such time as 
§ 830.50 requires the use of a new device 
identifier. 

Subpart E—Global Unique Device 
Identification Database 

SOURCE: 78 FR 58826, Sept. 24, 2013, unless 
otherwise noted. 

§ 830.300 Devices subject to device 
identification data submission re-
quirements. 

(a) In general. The labeler of a device 
must provide the information required 
by this subpart for each version or 
model required to bear a unique device 
identifier (UDI). 

(b) Voluntary submission of informa-
tion. If a labeler voluntarily includes a 
UDI on the label of a device under 
§ 801.40, the labeler may also volun-
tarily submit information concerning 
that device under this part. 

(c) Exclusions. FDA may reject or re-
move any device identification data 
where: 

(1) The device identifier submitted 
does not conform to § 830.20; 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00211 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2020-01-30T11:10:36-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




