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§207.55 What additional drug listing
information may FDA require?

For a particular listed drug, upon our
request, the registrant must briefly
state the basis for its belief that the
drug is not subject to section 505 or 512
of the Federal Food, Drug, and Cos-
metic Act or section 351 of the Public
Health Service Act.

§207.57 What information must reg-
istrants submit when updating list-
ing information and when?

Registrants must review and update
listing information at a minimum, as
follows:

(a) Registrants must provide listing
information at the time of annual es-
tablishment registration for any drug
manufactured, repacked, relabeled, or
salvaged by them for commercial dis-
tribution that has not been listed pre-
viously.

(b) Registrants must review and up-
date their drug listing information
each June and December. When doing
S0, registrants must:

(1)(i) Provide listing information, in
accordance with §§207.49, 207.53, and
207.54, for any drug manufactured, re-
packed, relabeled, or salvaged by them
for commercial distribution that has
not been previously listed;

(ii) Submit the date that they discon-
tinued the manufacture, repacking, re-
labeling or salvaging for commercial
distribution of a listed drug and pro-
vide the expiration date of the last lot
manufactured, repacked, relabeled, or
salvaged;

(iii) Submit the date that they re-
sumed the manufacture, repacking, or
relabeling for commercial distribution
of a drug previously discontinued, and
provide any required listing informa-
tion not previously submitted; and

(iv) Submit any material changes in
any information previously submitted
pursuant to §§207.49, 207.53, 207.54, or
other relevant sections of this part; or

(2) For each listed drug, certify that
no changes subject to reporting under
paragraph (b)(1)(iv) of this section have
occurred if no such changes have oc-
curred since the last review and up-
date. If a drug is discontinued and FDA
has received the information required
under paragraph (b)(1)(ii) of this sec-
tion, no further certifications are nec-
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essary for the discontinued drug. After
initial electronic listing, registrants
may satisfy the listing update require-
ment with respect to unchanged listing
information by making a single ‘‘no
changes’ certification during the an-
nual registration update under
§207.29(b) applicable to all of the reg-
istrant’s listed drugs for which no
changes have been made since the pre-
vious annual registration update.

(¢c) Registrants are encouraged to
submit listing information for every
drug subject to listing under this part
prior to commercial distribution and
are encouraged to update listing infor-
mation at the time of any change af-
fecting information previously sub-
mitted.

Subpart E—Electronic Format for
Registration and Listing

§207.61 How is registration and listing
information provided to FDA?

(a) Electronic format. (1) Except as
provided in §207.65, all information sub-
mitted under this part must be trans-
mitted to FDA in electronic format by
using our electronic drug registration
and listing system, in a form that we
can process, review, and archive. We
may periodically issue guidance on how
to provide registration and listing in-
formation in electronic format (speci-
fying for example method of trans-
mission, media, file formats, prepara-
tion, and organization of files).

(2) Information provided in electronic
format must comply with part 11 of
this chapter, except as follows:

(i) Advertisements and labeling, in-
cluding the content of labeling, re-
quired under this part are exempt from
the requirements in §11.10(a), (c)
through (h), and (k) of this chapter and
the corresponding requirements in
§11.30 of this chapter.

(ii) All other information submitted
under this part is exempt from the re-
quirements in §11.10(b), (c), and (e) of
this chapter and the corresponding re-
quirements in §11.30 of this chapter.

(b) English language. Drug establish-
ment registration and drug listing in-
formation must be provided in the
English language. The content of label-
ing must be provided at a minimum in
the English language. Where §201.15(c)
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