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and Research, Document Control Cen-
ter, 10903 New Hampshire Ave., Bldg. 
71, Rm. G112, Silver Spring, MD 20993– 
0002. If FDA denies the request, the 
holder of the approved application will 
have 1 year after the date of an agency 
denial to imprint the drug product. 

(ii) Exemption requests for products 
that have not yet received approval 
shall be made in writing to the appro-
priate review division in CDER or 
CBER. 

(2) Any product not subject to pre-
market approval is exempt from the re-
quirement of § 206.10 if, based on the 
product’s size, shape, texture, or other 
physical characteristics, the manufac-
turer or distributor of the product is 
prepared to demonstrate that imprint-
ing the dosage form is technologically 
infeasible or impossible. 

(c) For drugs that are administered 
solely in controlled health care set-
tings and not provided to patients for 
self-administration, sponsors may sub-
mit requests for exemptions from the 
requirements of this rule. Controlled 
settings include physicians’ offices and 
other health care facilities. Exemption 
requests should be submitted in writ-
ing to the appropriate review division 
in CDER or CBER. 

[58 FR 47958, Sept. 13, 1993, as amended at 70 
FR 14981, Mar. 24, 2005; 74 FR 13112, Mar. 26, 
2009; 80 FR 18091, Apr. 3, 2015] 

§ 206.10 Code imprint required. 

(a) Unless exempted under § 206.7, no 
drug product in solid oral dosage form 
may be introduced or delivered for in-
troduction into interstate commerce 
unless it is clearly marked or im-
printed with a code imprint that, in 
conjunction with the product’s size, 
shape, and color, permits the unique 
identification of the drug product and 
the manufacturer or distributor of the 
product. Identification of the drug 
product requires identification of its 
active ingredients and its dosage 
strength. Inclusion of a letter or num-
ber in the imprint, while not required, 
is encouraged as a more effective 
means of identification than a symbol 
or logo by itself. Homeopathic drug 
products are required only to bear an 
imprint that identifies the manufac-
turer and their homeopathic nature. 

(b) A holder of an approved applica-
tion who has, under § 314.70 (b) of this 
chapter, supplemented its application 
to provide for a new imprint is not re-
quired to bring its product into compli-
ance with this section during the pend-
ency of the agency’s review. Once the 
review is complete, the drug product is 
subject to the requirements of the rule. 

(c) A solid oral dosage form drug 
product that does not meet the require-
ment for imprinting in paragraph (a) of 
this section and is not exempt from the 
requirement may be considered adul-
terated and misbranded and may be an 
unapproved new drug. 

(d) For purposes of this section, code 
imprint means any single letter or num-
ber or any combination of letters and 
numbers, including, e.g., words, com-
pany name, and National Drug Code, or 
a mark, symbol, logo, or monogram, or 
a combination of letters, numbers, and 
marks or symbols, assigned by a drug 
firm to a specific drug product. 

[58 FR 47958, Sept. 13, 1993, as amended at 60 
FR 19846, Apr. 21, 1995; 69 FR 18763, Apr. 8, 
2004] 

PART 207—REQUIREMENTS FOR 
FOREIGN AND DOMESTIC ESTAB-
LISHMENT REGISTRATION AND 
LISTING FOR HUMAN DRUGS, IN-
CLUDING DRUGS THAT ARE REG-
ULATED UNDER A BIOLOGICS LI-
CENSE APPLICATION, AND ANI-
MAL DRUGS, AND THE NATIONAL 
DRUG CODE 

Subpart A—General 

Sec. 
207.1 What definitions and interpretations 

of terms apply to this part? 
207.3 Bulk drug substance. 
207.5 What is the purpose of this part? 
207.9 Who does this part cover? 
207.13 Who is exempt from the registration 

and listing requirements? 

Subpart B—Registration 

207.17 Who must register? 
207.21 When must initial registration infor-

mation be provided? 
207.25 What information is required for reg-

istration? 
207.29 What are the requirements for re-

viewing and updating registration infor-
mation? 
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Subpart C—National Drug Code 

207.33 What is the National Drug Code 
(NDC), how is it assigned, and what are 
its requirements? 

207.35 What changes require a new NDC? 
207.37 What restrictions pertain to the use 

of the NDC? 

Subpart D—Listing 

207.41 Who must list drugs and what drugs 
must they list? 

207.45 When, after initial registration of an 
establishment, must drug listing infor-
mation be submitted? 

207.49 What listing information must a reg-
istrant submit for a drug that it manu-
factures? 

207.53 What listing information must a reg-
istrant submit for a drug that it repacks 
or relabels? 

207.54 What listing information must a reg-
istrant submit for a drug that it 
salvages? 

207.55 What additional drug listing informa-
tion may FDA require? 

207.57 What information must registrants 
submit when updating listing informa-
tion and when? 

Subpart E—Electronic Format for 
Registration and Listing 

207.61 How is registration and listing infor-
mation provided to FDA? 

207.65 How can a waiver of the electronic 
submission requirement be obtained? 

Subpart F—Miscellaneous 

207.69 What are the requirements for an of-
ficial contact and a United States agent? 

207.77 What legal status is conferred by reg-
istration and listing? 

207.81 What registration and listing infor-
mation will FDA make available for pub-
lic disclosure? 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 355, 
360, 360b, 371, 374, 381, 393; 42 U.S.C. 262, 264, 
271. 

SOURCE: 81 FR 60212, Aug. 31, 2016, unless 
otherwise noted. 

Subpart A—General 
§ 207.1 What definitions and interpre-

tations of terms apply to this part? 
The definitions and interpretations 

of terms in sections 201 and 510 of the 
Federal Food, Drug, and Cosmetic Act 
apply to the terms used in this part, if 
not otherwise defined in this section. 
The following definitions apply to this 
part: 

Active pharmaceutical ingredient 
means any substance that is intended 
for incorporation into a finished drug 
product and is intended to furnish 
pharmacological activity or other di-
rect effect in the diagnosis, cure, miti-
gation, treatment, or prevention of dis-
ease, or to affect the structure or any 
function of the body. Active pharma-
ceutical ingredient does not include 
intermediates used in the synthesis of 
the substance. 

Bulk drug substance, as referenced in 
sections 503A(b)(1)(A) and 503B(a)(2) of 
the Federal Food, Drug, and Cosmetic 
Act, means the same as ‘‘active phar-
maceutical ingredient’’ as defined in 
this section. 

Commercial distribution means any dis-
tribution of a human drug, except for 
investigational use under part 312 of 
this chapter, and any distribution of an 
animal drug or an animal feed bearing 
or containing an animal drug, except 
for investigational use under part 511 
of this chapter. The term does not in-
clude internal or interplant transfer 
between registered establishments 
under common ownership and control, 
including a parent, subsidiary, or affil-
iate company. For foreign establish-
ments that manufacture, repack, 
relabel, or salvage, or for foreign pri-
vate label distributors, the term 
‘‘commercial distribution’’ has the 
same meaning except the term does not 
include distribution of any drug that is 
neither imported nor offered for import 
into the United States. 

Content of labeling means: 
(1) For human prescription drugs 

that are subject to section 505 of the 
Federal Food, Drug, and Cosmetic Act 
or section 351 of the Public Health 
Service Act: The content of the pre-
scription drug labeling (as specified in 
§§ 201.56, 201.57, and 201.80 of this chap-
ter), including all text, tables, and fig-
ures. 

(2) For human prescription drugs 
that are not subject to section 505 of 
the Federal Food, Drug, and Cosmetic 
Act or section 351 of the Public Health 
Service Act: The labeling equivalent to 
the content of the prescription drug la-
beling (as specified in §§ 201.56, 201.57, 
and 201.80 of this chapter), including all 
text, tables, and figures. 
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(3) For human over-the-counter 
(OTC) drugs: All text, tables, and fig-
ures including the drug facts labeling 
required by § 201.66 of this chapter. 

(4) For animal drugs (including, but 
not limited to, drugs that are subject 
to section 512 of the Federal Food, 
Drug, and Cosmetic Act): The content 
of the labeling that accompanies the 
drug that is necessary to enable safe 
and proper administration of the drug 
(e.g., the labeling applicable to veteri-
nary drugs specified in part 201 of this 
chapter), including all text, tables, and 
figures. 

Domestic for purposes of registration 
and listing under this part, when used 
to modify the term ‘‘registrant,’’ 
‘‘manufacturer,’’ ‘‘repacker,’’ ‘‘re-
labeler,’’ ‘‘salvager,’’ ‘‘private label 
distributor,’’ or ‘‘establishment,’’ re-
fers to a registrant, manufacturer, re-
packer, relabeler, salvager, private 
label distributor, or establishment 
within any State or Territory of the 
United States, the District of Colum-
bia, or the Commonwealth of Puerto 
Rico. 

Drug, for the purposes of registration 
and listing under this part, has the 
meaning given in section 201(g)(1) of 
the Federal Food, Drug, and Cosmetic 
Act. 

Establishment means a place of busi-
ness under one management at one 
general physical location. The term in-
cludes, among others, independent lab-
oratories that engage in control activi-
ties for a registered drug establishment 
(e.g., consulting laboratories), manu-
facturers of medicated feeds and of vi-
tamin products that are drugs in ac-
cordance with section 201(g) of the Fed-
eral Food, Drug, and Cosmetic Act, 
human blood donor centers, and animal 
facilities used for the production or 
control testing of licensed biologicals, 
and establishments engaged in sal-
vaging. 

Establishment registration number 
means the number assigned to the es-
tablishment, as identified by FDA, 
after the establishment registration re-
quired in this part. 

Finished drug product means a fin-
ished dosage form (e.g., tablet, capsule, 
or solution) that contains at least one 
active pharmaceutical ingredient, gen-
erally, but not necessarily, in associa-

tion with other ingredients in finished 
package form suitable for distribution 
to pharmacies, hospitals, or other sell-
ers or dispensers of the drug product to 
patients or consumers. 

Foreign for the purposes of registra-
tion and listing under this part: 

(1) When used to modify the term 
‘‘manufacturer,’’ ‘‘repacker,’’ ‘‘re-
labeler,’’ or ‘‘salvager,’’ refers to a 
manufacturer, repacker, relabeler, or 
salvager, who is located in a foreign 
country and who manufactures, re-
packs, relabels, or salvages a drug, or 
an animal feed bearing or containing a 
new animal drug, that is imported or 
offered for import into the United 
States. 

(2) When used to modify the term 
‘‘establishment’’ refers to an establish-
ment that is located in a foreign coun-
try and is engaged in the manufacture, 
repackaging, relabeling, or salvaging of 
any drug, or any animal feed bearing or 
containing a new animal drug, that is 
imported or offered for import into the 
United States. 

Importer means, for purposes of this 
part, a person in the United States that 
is an owner, consignee, or recipient, at 
the time of entry, of a foreign estab-
lishment’s drug, or an animal feed 
bearing or containing a new animal 
drug, that is imported into the United 
States. 

Manufacture means each step in the 
manufacture, preparation, propagation, 
compounding, or processing of a drug 
or an animal feed bearing or containing 
a new animal drug. Manufacture in-
cludes the making by chemical, phys-
ical, biological, or other procedures or 
manipulations of a drug, or an animal 
feed bearing or containing a new ani-
mal drug, including control procedures 
applied to the final product or to any 
part of the process. Manufacture in-
cludes manipulation, sampling, testing, 
or control procedures applied to the 
final product or to any part of the 
process, including, for example, analyt-
ical testing of drugs for another reg-
istered establishment’s drug. For pur-
poses of this part, and in order to clar-
ify the responsibilities of the entities 
engaged in different operations, the 
term manufacture is defined and used 
separately from the terms relabel, re-
package, and salvage, although the 
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term ‘‘manufacture, preparation, prop-
agation, compounding, or processing,’’ 
as used in section 510 of the Federal 
Food, Drug, and Cosmetic Act, includes 
relabeling, repackaging, and salvaging 
activities. 

Manufacturer means a person who 
owns or operates an establishment that 
manufactures a drug or an animal feed 
bearing or containing a new animal 
drug. This term includes, but is not 
limited to, control laboratories, con-
tract laboratories, contract manufac-
turers, contract packers, contract la-
belers, and other entities that manu-
facture a drug, or an animal feed bear-
ing or containing a new animal drug, 
as defined in this paragraph. For pur-
poses of this part, and in order to clar-
ify the responsibilities of the entities 
engaged in different operations, the 
term manufacturer is defined and used 
separately from the terms relabeler, 
repacker, and salvager, although the 
term ‘‘manufacture, preparation, prop-
agation, compounding, or processing,’’ 
as used in section 510 of the Federal 
Food, Drug, and Cosmetic Act, includes 
the activities of relabelers, repackers, 
and salvagers. Repackers, relabelers, 
and salvagers are subject to the provi-
sions of this part that are applicable to 
repackers, relabelers, and salvagers, 
but are not subject to the provisions of 
this part that are applicable to manu-
facturers. When not modified by ‘‘do-
mestic’’ or ‘‘foreign,’’ the term in-
cludes both domestic manufacturers 
and foreign manufacturers. 

Material change means any change in 
any drug listing information, as re-
quired under §§ 207.49, 207.53, 207.54, 
207.55, or 207.57 except changes in for-
mat of labeling, labeling changes of an 
editorial nature, or inclusion of a bar 
code or initial inclusion of an NDC on 
the label. 

Outsourcing facility means a 
compounder that has elected to reg-
ister with FDA under section 503B of 
the Federal Food, Drug, and Cosmetic 
Act and that meets all of the condi-
tions of section 503B. 

Person who imports or offers for import 
means, for purposes of this part, the 
owner or exporter of a drug who con-
signs and ships a drug from a foreign 
country to the United States. This in-
cludes persons who send a drug to the 

United States by international mail or 
other private delivery service, but it 
does not include carriers who merely 
transport the drug. 

Private label distribution means com-
mercial distribution of a drug under 
the label or trade name of a person who 
did not manufacture, repack, relabel, 
or salvage that drug. 

Private label distributor means, with 
respect to a particular drug, a person 
who did not manufacture, repack, 
relabel, or salvage the drug but under 
whose label or trade name the drug is 
commercially distributed. 

Registrant means any person that 
owns or operates an establishment that 
manufactures, repacks, relabels, or 
salvages a drug, and is not otherwise 
exempt from establishment registra-
tion requirements under section 510 of 
the Federal Food, Drug, and Cosmetic 
Act or this part. 

Relabel means to change the existing 
label or labels on a drug or drug pack-
age, or change or alter the existing la-
beling for a drug or drug package, 
without repacking the drug or drug 
package. This term does not include 
the addition or modification of infor-
mation affixed solely for purposes of 
delivery to a customer, customer iden-
tification, and/or inventory manage-
ment. 

Relabeler means a person who owns or 
operates an establishment that relabels 
a drug. When not modified by ‘‘domes-
tic’’ or ‘‘foreign,’’ the term includes 
both domestic relabelers and foreign 
relabelers. 

Repack or repackage means the act of 
taking a finished drug product or un-
finished drug from the container in 
which it was placed in commercial dis-
tribution and placing it into a different 
container without manipulating, 
changing, or affecting the composition 
or formulation of the drug. 

Repacker means a person who owns or 
operates an establishment that repacks 
a drug or drug package. When not 
modified by ‘‘domestic’’ or ‘‘foreign,’’ 
the term includes both domestic re-
packers and foreign repackers. 

Representative sampling of advertise-
ments means typical advertising mate-
rial (including the promotional mate-
rial described in § 202.1(l)(1) of this 
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chapter, but excluding labeling as de-
termined in § 202.1(l)(2) of this chapter), 
that gives a balanced picture of the 
promotional claims used for the drug. 

Representative sampling of any other 
labeling means typical labeling mate-
rial (including the labeling material 
described in § 202.1(l)(2) of this chapter, 
but excluding labels and package in-
serts) that gives a balanced picture of 
the promotional claims used for the 
drug. 

Salvage means the act of segregating 
out those finished drug products that 
may have been subjected to improper 
storage conditions (such as extremes in 
temperature, humidity, smoke, fumes, 
pressure, age, or radiation) for the pur-
pose of returning the products to the 
marketplace and includes applying 
manufacturing controls such as those 
required by current good manufac-
turing practice in parts 210 and 211 of 
this chapter. 

Salvager means a person who owns or 
operates an establishment that engages 
in salvaging. When not modified by 
‘‘domestic’’ or ‘‘foreign,’’ the term in-
cludes both domestic and foreign sal-
vagers. 

Unfinished drug means an active 
pharmaceutical ingredient either alone 
or together with one or more other in-
gredients but does not include finished 
drug products. 

[81 FR 60212, Aug. 31, 2016, as amended at 86 
FR 17061, Apr. 1, 2021] 

§ 207.3 Bulk drug substance. 
Bulk drug substance, as referenced in 

sections 503A(b)(1)(A) and 503B(a)(2) of 
the Federal Food, Drug, and Cosmetic 
Act, previously defined in § 207.3(a)(4), 
means the same as ‘‘active pharma-
ceutical ingredient’’ as defined in 
§ 207.1. 

[81 FR 60212, Aug. 31, 2016, as amended at 86 
FR 17061, Apr. 1, 2021] 

§ 207.5 What is the purpose of this 
part? 

Establishment registration informa-
tion helps FDA identify who is manu-
facturing, repacking, relabeling, and 
salvaging drugs and where those oper-
ations are performed. Drug listing in-
formation gives FDA a current inven-
tory of drugs manufactured, repacked, 

relabeled, or salvaged for commercial 
distribution. Both types of information 
facilitate implementation and enforce-
ment of the Federal Food, Drug, and 
Cosmetic Act and are used for many 
important public health purposes. 

§ 207.9 Who does this part cover? 
(a) Except as provided in paragraph 

(b) of this section, this part applies to: 
(1) Domestic manufacturers, domes-

tic repackers, domestic relabelers and 
domestic salvagers, not exempt under 
section 510(g) of the Federal Food, 
Drug, and Cosmetic Act or § 207.13, re-
gardless of whether their drugs enter 
interstate commerce; 

(2) Foreign manufacturers, foreign 
repackers, foreign relabelers and for-
eign salvagers, not exempt under sec-
tion 510(g) of the Federal Food, Drug, 
and Cosmetic Act or § 207.13; 

(3) Private label distributors, because 
they must have labeler codes; 

(4) Establishments engaged in the 
manufacture, repacking, relabeling, or 
salvaging of human drugs regulated 
under a biologics license application 
(BLA). These establishments are sub-
ject to the requirements of this part 
unless they are required to register and 
list such drugs as human blood or blood 
products under part 607 of this chapter 
and do not engage in activities that 
would otherwise require them to reg-
ister and list under this part. 

(5) Establishments engaged in the 
manufacture (as defined in § 1271.3(e) of 
this chapter) of human cells, tissues, 
and cellular and tissue-based products 
(HCT/Ps) (as defined in § 1271.3(d) of this 
chapter) that, under § 1271.20 of this 
chapter, are also drugs regulated under 
section 351 of the Public Health Service 
Act or section 505 of the Federal Food, 
Drug, and Cosmetic Act. These estab-
lishments must register and list those 
HCT/Ps following the procedures de-
scribed in this part. 

(b) This part does not apply to own-
ers and operators of establishments 
that collect or process human whole 
blood and blood products unless the es-
tablishment also manufactures, re-
packs, or relabels other drugs. For pur-
poses of this paragraph (b), human 
whole blood and blood products do not 
include plasma derivatives such as al-
bumin, Immune Globulin, Factor VIII 
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and Factor IX, and recombinant 
versions of plasma derivatives or ani-
mal derived plasma derivatives, or 
bulk product substances such as frac-
tionation intermediates or pastes. Es-
tablishments that collect or process 
human whole blood and blood products 
as well as establishments involved in 
testing of human whole blood and 
blood products must register and list 
under part 607 of this chapter. Manu-
facturers of licensed devices and manu-
facturers of licensed biological prod-
ucts used in a licensed device must reg-
ister and list under part 607 of this 
chapter. 

(c) This part does not apply to estab-
lishments that solely manufacture, 
prepare, propagate, compound, assem-
ble, or process medical devices. Reg-
istration and listing regulations for 
such establishments are codified in 
part 807 of this chapter. 

§ 207.13 Who is exempt from the reg-
istration and listing requirements? 

Except as provided in § 207.13(l), the 
following classes of persons are exempt 
from registration and drug listing in 
accordance with section 510(g) of the 
Federal Food, Drug, and Cosmetic Act 
or because FDA has determined, under 
section 510(g)(5) of the Federal Food, 
Drug, and Cosmetic Act, that their reg-
istration is not necessary for the pro-
tection of the public health. This ex-
emption is limited to establishment 
registration and drug listing require-
ments and does not relieve a person 
from other statutory or regulatory ob-
ligations. 

(a)(1) Pharmacies that: 
(i) Operate in conformance with all 

applicable local laws regulating the 
practice of pharmacy and medicine, in-
cluding all applicable local laws regu-
lating the dispensing of prescription 
drugs; 

(ii) Regularly engage in dispensing 
prescription drugs upon a valid pre-
scription by practitioners licensed by 
law to administer these drugs to pa-
tients under their professional care; 
and 

(iii) Do not manufacture, repack, 
relabel, or salvage drugs other than in 
the regular course of their business of 
dispensing or selling drugs at retail. 

(2) The exemption in this paragraph 
(a) is limited to pharmacies located in 
any State as defined in section 201(a)(1) 
of the Federal Food, Drug, and Cos-
metic Act. 

(b)(1) Hospitals, clinics, other health 
care entities, and public health agen-
cies that: 

(i) Operate establishments in con-
formance with all applicable local laws 
regulating the practice of pharmacy 
and medicine, including all applicable 
local laws regulating the dispensing of 
prescription drugs; 

(ii) Regularly engage in dispensing 
prescription drugs, other than human 
whole blood or blood products, upon a 
valid order or prescription by practi-
tioners licensed by law to administer 
these drugs to patients under their pro-
fessional care; and 

(iii) Do not manufacture, repack, 
relabel, or salvage drugs other than in 
the regular course of their practice of 
pharmacy, including dispensing. 

(2) The exemption in this paragraph 
(b) is limited to hospitals, clinics, 
other health care entities, and public 
health agencies located in any State as 
defined in section 201(a)(1) of the Fed-
eral Food, Drug, and Cosmetic Act. 

(c) Individuals or establishments 
under contract, agreement, or other ar-
rangement with a registered establish-
ment and engaged solely in recovering 
cells or tissues and sending the recov-
ered cells or tissues to the registered 
establishment to become components 
of a biological product are exempt from 
registration and listing under this part 
unless FDA determines that drug es-
tablishment registration and listing is 
necessary for the protection of the pub-
lic health. 

(d) Practitioners who are licensed by 
law to prescribe or administer drugs 
and who manufacture, repack, relabel, 
or salvage drugs solely for use in their 
professional practice. 

(e) Manufacturers, repackers, re-
labelers, or salvagers who manufac-
ture, repack, relabel, or salvage drugs 
solely for use in research, teaching, or 
chemical analysis and not for sale. 

(f) Manufacturers, repackers, and re-
labelers of harmless inactive ingredi-
ents such as excipients, colorings, 
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flavorings, emulsifiers, lubricants, pre-
servatives, or solvents that become 
components of drugs. 

(g) Manufacturers, repackers, re-
labelers, or salvagers of Type B or Type 
C medicated feeds, except for persons 
who manufacture, repack, relabel, or 
salvage Type B or Type C medicated 
feeds starting from Category II, Type A 
medicated articles for which a medi-
cated feed mill license approved under 
part 515 of this chapter is required. 
This exemption also does not apply to 
persons that would otherwise be re-
quired to register (such as manufactur-
ers, repackers, relabelers, or salvagers 
of certain free-choice feeds, as defined 
in § 510.455 of this chapter, or certain 
liquid feeds, as defined in § 558.5 of this 
chapter, where the specifications and/ 
or formulas are not published and a 
medicated feed mill license is re-
quired). All manufacturers, repackers, 
relabelers, or salvagers of Type B or 
Type C medicated feeds are exempt 
from listing. 

(h) Any manufacturer, repacker, re-
labeler, or salvager of a virus, serum, 
toxin, or analogous product intended 
for the treatment of domestic animals 
who holds an unsuspended and 
unrevoked license issued by the Sec-
retary of Agriculture under the animal 
virus-serum-toxin law of March 4, 1913 
(37 Stat. 832 (21 U.S.C. 151 et seq.)), pro-
vided that this exemption from reg-
istration applies only to the manufac-
turer, repacker, relabeler, or salvager 
of that animal virus, serum, toxin, or 
analogous product. 

(i) Carriers, in their receipt, carriage, 
holding, or delivery of drugs in the 
usual course of business as carriers. 

(j) Foreign establishments whose 
drugs are imported or offered for im-
port into the United States must com-
ply with the establishment registration 
and listing requirements of this part 
unless exempt under this section or un-
less: 

(1) Their drugs enter a foreign trade 
zone and are re-exported without hav-
ing entered U.S. commerce, or 

(2) Their drugs are imported in con-
formance with section 801(d)(3) of the 
Federal Food, Drug, and Cosmetic Act. 

(k) Entities that are registered with 
FDA as outsourcing facilities and that 
compound drugs in conformance with 

section 503B of the Federal Food, Drug, 
and Cosmetic Act. 

(l) The exemptions provided in para-
graphs (a) through (k) of this section 
do not apply to such persons if they: 

(1) Manufacture (as defined in § 207.1), 
repack, relabel, or salvage compounded 
positron emission tomography drugs as 
defined in section 201(ii) of the Federal 
Food, Drug, and Cosmetic Act; 

(2) Manufacture (as defined in 
§ 600.3(u) of this chapter) a human bio-
logical product subject to licensing 
under section 351 of the Public Health 
Service Act; or 

(3) Engage in activities that would 
otherwise require them to register 
under this part. 

[81 FR 60212, Aug. 31, 2016, as amended at 86 
FR 17061, Apr. 1, 2021] 

Subpart B—Registration 

§ 207.17 Who must register? 

(a) Unless exempt under section 
510(g) of the Federal Food, Drug, and 
Cosmetic Act or this part, all manufac-
turers, repackers, relabelers, and sal-
vagers must register each domestic es-
tablishment that manufactures, re-
packs, relabels, or salvages a drug, or 
an animal feed bearing or containing a 
new animal drug, and each foreign es-
tablishment that manufactures, re-
packs, relabels, or salvages a drug, or 
an animal feed bearing or containing a 
new animal drug, that is imported or 
offered for import into the United 
States. When operations are conducted 
at more than one establishment and 
common ownership and control among 
all the establishments exists, the par-
ent, subsidiary, or affiliate company 
may submit registration information 
for all establishments. 

(b) Private label distributors who do 
not also manufacture, repack, relabel, 
or salvage drugs are not required to 
register under this part. FDA will ac-
cept registration or listing information 
submitted by a private label dis-
tributor only if it is acting as an au-
thorized agent for and submitting in-
formation that pertains to an estab-
lishment that manufactures, repacks, 
relabels, or salvages drugs. 
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§ 207.21 When must initial registration 
information be provided? 

(a) Registrants must register each 
domestic establishment no later than 5 
calendar days after beginning to manu-
facture, repack, relabel, or salvage a 
drug or an animal feed bearing or con-
taining a new animal drug at such es-
tablishment. 

(b) Registrants must register each 
foreign establishment before a drug or 
an animal feed bearing or containing a 
new animal drug manufactured, re-
packed, relabeled, or salvaged at the 
establishment is imported or offered 
for import into the United States. 

§ 207.25 What information is required 
for registration? 

Registrants must provide the fol-
lowing information: 

(a) Name of the owner or operator of 
each establishment; if a partnership, 
the name of each partner; if a corpora-
tion, the name of each corporate offi-
cer and director, and the place of incor-
poration; 

(b) Each establishment’s name, phys-
ical address, and telephone number(s); 

(c) All name(s) of the establishment, 
including names under which the es-
tablishment conducts business or 
names by which the establishment is 
known; 

(d) Registration number of each es-
tablishment, if previously assigned by 
FDA; 

(e) A Unique Facility Identifier in ac-
cordance with the system specified 
under section 510 of the Federal Food, 
Drug, and Cosmetic Act. 

(f) All types of operations performed 
at each establishment; 

(g) Name, mailing address, telephone 
number, and email address of the offi-
cial contact for the establishment, as 
provided in § 207.69(a); and 

(h) Additionally, with respect to for-
eign establishments subject to reg-
istration, the name, mailing address, 
telephone number, and email address 
must be provided for: 

(1) The United States agent, as pro-
vided in § 207.69(b); 

(2) Each importer in the United 
States of drugs manufactured, re-
packed, relabeled, or salvaged at the 
establishment that is known to the es-
tablishment; and 

(3) Each person who imports or offers 
for import such drug to the United 
States. 

§ 207.29 What are the requirements for 
reviewing and updating registra-
tion information? 

(a) Expedited updates. Registrants 
must update their registration infor-
mation no later than 30 calendar days 
after: 

(1) Closing or selling an establish-
ment; 

(2) Changing an establishment’s 
name or physical address; or 

(3) Changing the name, mailing ad-
dress, telephone number, or email ad-
dress of the official contact or the 
United States agent. A registrant, offi-
cial contact, or United States agent 
may notify FDA about a change of in-
formation for the designated official 
contact or United States agent, but 
only a registrant is permitted to des-
ignate a new official contact or United 
States agent. 

(b) Annual review and update of reg-
istration information. Registrants must 
review and update all registration in-
formation required under § 207.25 for 
each establishment. 

(1) The first review and update must 
occur during the period beginning on 
October 1 and ending December 31 of 
the year of initial registration, if the 
initial registration occurs prior to Oc-
tober 1. Subsequent reviews and up-
dates must occur annually, during the 
period beginning on October 1 and end-
ing December 31 of each calendar year. 

(2) The updates must reflect all 
changes that have occurred since the 
last annual review and update. 

(3) If no changes have occurred since 
the last registration, registrants must 
certify that no changes have occurred. 

Subpart C—National Drug Code 

§ 207.33 What is the National Drug 
Code (NDC), how is it assigned, and 
what are its requirements? 

(a) What is the NDC for a drug and 
what products must have unique NDCs? 
The NDC for a drug is a numeric code. 
Each finished drug product or unfin-
ished drug subject to the listing re-
quirements of this part must have a 
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unique NDC to identify its labeler, 
product, and package size and type. 

(b) What is the format of an NDC? (1) 
Except as described in paragraph (b)(4) 
of this section, the NDC must consist 
of 10 or 11 digits, divided into three seg-
ments as follows: 

(i) The first segment of the NDC is 
the labeler code and consists of 4, 5, or 
6 digits. The labeler code is assigned by 
FDA. 

(ii) The second segment of the NDC is 
the product code and consists of 3 or 4 
digits, as specified in paragraphs (b)(2) 
and (3) of this section. 

(iii) The third segment of the NDC is 
the package code and consists of 1 or 2 
digits as specified in paragraphs (b)(2) 
and (3) of this section. The package 
code identifies the package size and 
type of the drug and differentiates be-
tween different quantitative and quali-
tative attributes of the product pack-
aging. 

(2) The following combinations of la-
beler code, product code and package 
code character lengths are permissible: 

(i) If a labeler code is either 5 or 6 
digits in length, it may be combined 
with: 

(A) A product code consisting of 4 
digits and a package code consisting of 
1 digit for a total NDC length of 10 or 
11 digits (5–4–1 or 6–4–1), or 

(B) A product code consisting of 3 
digits and a package code consisting of 
2 digits for a total NDC length of 10 or 
11 digits (5–3–2 or 6–3–2). 

(ii) If a labeler code is 4 digits in 
length, it may be combined only with a 
product code consisting of 4 digits and 
a package code consisting of 2 digits 
for a total NDC length of 10 digits (4–4– 
2). 

(3) A registrant or private label dis-
tributor with a given labeler code must 
use only one Product-Package Code 
configuration (e.g., a 3-digit product 
code combined with a 2-digit package 
code or a 4-digit product code combined 
with a 1-digit package code). This sin-
gle configuration must be used in all 
NDCs that include the given labeler 
code that are reserved in accordance 
with § 207.33(d)(3) or listed in accord-
ance with § 207.49 or § 207.53. 

(4) An alternatively formatted NDC 
that is approved for use by the relevant 
Center Director may be used for the 

following HCT/Ps if they are minimally 
manipulated: Hematopoietic stem/pro-
genitor cells derived from peripheral 
and cord blood, and lymphocytes col-
lected from peripheral blood. 

(c) Who must obtain an NDC labeler 
code and how is the code assigned and 
updated? (1) Each person who engages 
in manufacturing, repacking, re-
labeling, or private label distribution 
of a drug subject to listing under this 
part must apply for an NDC labeler 
code, by providing the following infor-
mation: 

(i) The name, physical address, email 
address, and other contact information 
FDA may request, of the person for 
whom the NDC labeler code is re-
quested; 

(ii) The type(s) of activities (e.g., 
manufacture or repacking) in which 
the person requesting the NDC labeler 
code engages with respect to human 
drugs; and 

(iii) The type(s) of drug(s) (human, 
animal, or both, and prescription, non-
prescription, or both) to which the 
NDC labeler code will be applied. 

(2) Each person who is assigned an 
NDC labeler code must update the in-
formation submitted under paragraph 
(c)(1)of this section within 30 calendar 
days after any change to that informa-
tion. 

(d) How is an NDC proposed for assign-
ment by FDA, when is an NDC assigned 
by FDA, and how can a proposed NDC be 
reserved? (1) An NDC is proposed for as-
signment by FDA when it is submitted 
for the first time with listing informa-
tion in accordance with § 207.49 or 
§ 207.53, as applicable. 

(i) Each manufacturer, repacker, or 
relabeler must propose for assignment 
by FDA an NDC that includes its own 
labeler code for each package size and 
type of drug that it manufactures, re-
packs, or relabels for commercial dis-
tribution. 

(ii) In addition, if a drug is distrib-
uted under the trade name or label of a 
private label distributor, the manufac-
turer, repacker, or relabeler must also 
propose for assignment by FDA an NDC 
that includes the labeler code of the 
private label distributor under whose 
trade name or label the drug is distrib-
uted, for each package size and type so 
distributed. 
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(2) If a proposed NDC conforms to the 
requirements of this section and is not 
reserved for a different drug or was not 
previously assigned to a different drug, 
FDA will assign the NDC to a drug 
when it receives listing information re-
quired for that drug under § 207.49 or 
§ 207.53. 

(3) A manufacturer, repacker, re-
labeler, or private label distributor 
may voluntarily reserve a proposed 
NDC for a drug, before the drug is list-
ed, by submitting the following infor-
mation: 

(i) A proposed NDC that conforms to 
the requirements of this section; 

(ii) The established name of the ac-
tive ingredient(s) and the strength of 
each active ingredient in the drug; and 

(iii) In the case of a finished drug 
product, the dosage form, and route of 
administration. 

(4) If the required information is sub-
mitted and the proposed NDC is prop-
erly formatted and not already as-
signed or reserved, FDA will reserve 
the proposed NDC for a period of 2 
years from the date of submission. If 
the drug for which the proposed NDC is 
reserved is not listed in accordance 
with § 207.49 or § 207.53 during such 2- 
year period, the reservation of the pro-
posed NDC will lapse. FDA may also 
cancel the reservation of a proposed 
NDC at any time on the request of the 
person whose labeler code is included 
in the proposed NDC. 

(e) How must the information be sub-
mitted to us? The information described 
in paragraphs (c) and (d) of this section 
must be submitted electronically un-
less FDA grants a waiver under § 207.65. 

§ 207.35 What changes require a new 
NDC? 

(a) Once an NDC has been assigned by 
FDA, the registrant must propose a 
new and unique NDC for a drug when 
there is a change, after the drug is ini-
tially marketed, to any of the informa-
tion identified in paragraphs (b) and (c) 
of this section. A new NDC must be 
proposed to FDA for assignment 
through an updated listing in accord-
ance with § 207.57. 

(b) The proposed new NDC must in-
clude a new product code when there is 
a change to any of the following infor-
mation: 

(1) The drug’s established name or 
proprietary name, if any; 

(2) Any active pharmaceutical ingre-
dient or the strength of any active 
pharmaceutical ingredient; 

(3) The dosage form; 
(4) A change in the drug’s status, be-

tween prescription and nonprescrip-
tion, or for animal drugs, between pre-
scription, nonprescription, or veteri-
nary feed directive (VFD) status; 

(5) A change in the drug’s intended 
use between human and animal; or 

(6) The drug’s distinguishing charac-
teristics such as size, shape, color, code 
imprint, flavor, and scoring (if any). 

(c) When there is a change only to 
the package size or type, including the 
immediate unit-of-use container, if 
any, the proposed new NDC must in-
clude only a new package code and re-
tain the existing product code unless 
all available package codes have al-
ready been combined with the existing 
product code in NDCs assigned by FDA. 

§ 207.37 What restrictions pertain to 
the use of the NDC? 

(a) A product may be deemed to be 
misbranded if an NDC is used: 

(1) To represent a different drug than 
the drug for which the NDC has been 
assigned, as described in § 207.33; 

(2) To denote or imply FDA approval 
of a drug; or 

(3) On products that are not subject 
to parts 207, 607 of this chapter, or 1271 
of this chapter, such as dietary supple-
ments and medical devices. 

(b) If marketing is resumed for a dis-
continued drug, and no changes have 
been made to the drug that would re-
quire a new NDC under § 207.35, the 
drug must have the same NDC that was 
assigned to it as described in § 207.33, 
before marketing was discontinued. 

Subpart D—Listing 

§ 207.41 Who must list drugs and what 
drugs must they list? 

(a) Each registrant must list each 
drug that it manufactures, repacks, re-
labels, or salvages for commercial dis-
tribution. Each domestic registrant 
must list each such drug regardless of 
whether the drug enters interstate 
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commerce. When operations are con-
ducted at more than one establish-
ment, and common ownership and con-
trol exists among all the establish-
ments, the parent, subsidiary, or affil-
iate company may submit listing infor-
mation for any drug manufactured, re-
packed, relabeled, or salvaged at any 
such establishment. A drug manufac-
tured, repacked, or relabeled for pri-
vate label distribution must be listed 
in accordance with paragraph (c) of 
this section. 

(b) Registrants must provide listing 
information for each drug in accord-
ance with the listing requirements de-
scribed in §§ 207.49, 207.53, and 207.54 
that correspond to the activity or ac-
tivities they engage in for that drug. 

(c)(1) For both animal and human 
drugs, each registrant must list each 
drug it manufactures, repacks, or re-
labels for commercial distribution 
under the trade name or label of a pri-
vate label distributor using an NDC 
that includes such private label dis-
tributor’s labeler code. 

(2) Additionally, in the case of human 
drugs, each registrant must list each 
human drug it manufactures, repacks, 
or relabels using an NDC that includes 
the registrant’s own labeler code, re-
gardless of whether the drug is com-
mercially distributed under the reg-
istrant’s own label or trade name or 
under the label or trade name of a pri-
vate label distributor. 

§ 207.45 When, after initial registration 
of an establishment, must drug list-
ing information be submitted? 

For each drug being manufactured, 
repacked, relabeled, or salvaged for 
commercial distribution at an estab-
lishment at the time of initial registra-
tion, drug listing information must be 
submitted no later than 3 calendar 
days after the initial registration of 
the establishment. 

§ 207.49 What listing information must 
a registrant submit for a drug it 
manufactures? 

(a) Each registrant must provide the 
following listing information for each 
drug it manufactures for commercial 
distribution. 

(1) The appropriate NDC(s), as de-
scribed in § 207.33, that include all 

package code variations. In the case of 
human drugs, the appropriate NDC(s) 
submitted under this paragraph include 
the registrant’s labeler code. In the 
case of animal drugs, the appropriate 
NDC(s) submitted under this paragraph 
include the registrant’s labeler code, 
except that when the drug is manufac-
tured for commercial distribution 
under the trade name or label of a pri-
vate label distributor, the appropriate 
NDC(s) for animal drugs include the 
private label distributor’s labeler code; 

(2) Package type and volume infor-
mation corresponding to the package 
code segment of the NDC; 

(3) The listed drug’s established name 
and proprietary name, if any; 

(4) The name and quantity of each ac-
tive pharmaceutical ingredient in the 
listed drug; 

(5) The name of each inactive ingre-
dient in the listed drug, along with any 
assertions of confidentiality associated 
with individual inactive ingredients; 

(6) The dosage form; 
(7) The drug’s approved U.S. applica-

tion number, if any; 
(8) The drug type (e.g., as applicable, 

finished vs. unfinished, human vs. ani-
mal, prescription vs. nonprescription); 

(9) In the case of an unfinished drug, 
the number assigned to the Drug Mas-
ter File or Veterinary Master File, if 
any, that describes the manufacture of 
the drug; 

(10) For each drug that is subject to 
the imprinting requirements of part 206 
of this chapter including products that 
are exempted under § 206.7(b), the 
drug’s size, shape, color, scoring, and 
code imprint (if any); 

(11) The route or routes of adminis-
tration of the drug; 

(12) For each drug bearing an NDC: 
(i) The name and Unique Facility 

Identifier of the establishment where 
the registrant who lists the drug manu-
factures it and the type of operation 
performed on the drug at that estab-
lishment, and 

(ii) The name and Unique Facility 
Identifier of every other establishment 
where manufacturing is performed for 
the drug and the type of operation per-
formed at each such establishment. 
This includes all establishments in-
volved in the production of each unfin-
ished drug received by the registrant 
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for use in the production of the drug 
being listed. The names, Unique Facil-
ity Identifiers, and type of operations 
for establishments involved in produc-
tion of each unfinished drug received 
by the registrant for use in the produc-
tion of the drug being listed may be 
provided by including the properly as-
signed and listed NDC for such unfin-
ished drug. 

(13) The schedule of the drug under 
section 202 of the Controlled Sub-
stances Act, if applicable; 

(14) Advertisements: 
(i) A representative sampling of ad-

vertisements for a human prescription 
drug that is not subject to section 505 
of the Federal Food, Drug, and Cos-
metic Act or section 351 of the Public 
Health Service Act; 

(ii) If FDA requests it, for good 
cause, a copy of all advertisements for 
a human prescription drug that is not 
subject to section 505 of the Federal 
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service 
Act, including those advertisements 
described in § 202.1(l)(1) of this chapter. 
Such advertisements must be sub-
mitted within 30 calendar days after 
FDA’s request. 

(15) For drugs bearing the NDC(s) re-
ported under paragraph (a)(1) of this 
section, except those drugs manufac-
tured exclusively for private label dis-
tribution and not distributed under the 
registrant’s own name and label, pro-
vide the following labeling, as applica-
ble: 

(i) Human prescription drugs. All cur-
rent labeling except that only one rep-
resentative container or carton label 
need be submitted where differences 
exist only in the quantity of contents 
statement or the bar code. This label-
ing submission must include the con-
tent of labeling, as defined in § 207.1. 

(ii) Human nonprescription drugs. (A) 
For each human nonprescription drug 
subject to section 505 of the Federal 
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service 
Act, all current labeling, except that 
only one representative container or 
carton label need be submitted where 
differences exist only in the quantity 
of contents statement or the bar code. 
This labeling submission must include 

the content of labeling, as defined in 
§ 207.1. 

(B) For each human nonprescription 
drug not subject to section 505 of the 
Federal Food, Drug, and Cosmetic Act 
or section 351 of the Public Health 
Service Act, the current label (except 
that only one representative container 
or carton label need be submitted 
where differences exist only in the 
quantity of contents statement or the 
bar code), the package insert (if any), 
and a representative sampling of any 
other labeling. This labeling submis-
sion must include the content of label-
ing as defined in section § 207.1. 

(iii) Animal drugs. (A) For each ani-
mal drug that is subject to section 512 
of the Federal Food, Drug, and Cos-
metic Act, which includes, but is not 
limited to, new animal drugs that have 
been approved, conditionally approved, 
or indexed under sections 512, 571, or 
572 of the Federal Food, Drug, and Cos-
metic Act, a copy of all current label-
ing (except that only one representa-
tive container or carton label need be 
submitted where differences exist only 
in the quantity of contents statement), 
including the content of labeling as de-
fined in § 207.1; 

(B) For all other animal drugs, a 
copy of the current label (except that 
only one representative container or 
carton label need be submitted where 
differences exist only in the quantity 
of contents statement), the package in-
sert, the content of labeling as defined 
in § 207.1, and a representative sampling 
of any other labeling; 

(iv) All other listed drugs. For all other 
listed drugs, including unfinished 
drugs, the label (if any), except that 
only one representative label need be 
submitted where differences exist only 
in the quantity of contents statement. 

(16) Listing submissions described in 
§ 207.41(c)(2) for human drugs manufac-
tured for private label distribution 
must include all information specified 
in § 207.49(a)(2) through (14) and: 

(i) The appropriate NDC(s) (as de-
scribed in § 207.33) that include the pri-
vate label distributor’s labeler code 
and all package code variations; 

(ii) The name, mailing address, tele-
phone number, and email address of the 
private label distributor; and 
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(iii) For drugs bearing the NDC(s) re-
ported under paragraph (a)(16)(i) of this 
section, labeling as described in para-
graph (a)(15) of this section that ac-
companies the private label distribu-
tor’s product. 

(b) Additionally, each registrant is 
requested, but not required, to provide 
the following information for each 
human drug it manufactures for com-
mercial distribution: 

(1) The drug’s over-the-counter 
monograph reference, if any; and 

(2) The date on which the drug was or 
will be introduced into commercial dis-
tribution. 

[81 FR 60212, Aug. 31, 2016, as amended at 86 
FR 17061, Apr. 1, 2021] 

§ 207.53 What listing information must 
a registrant submit for a drug that 
it repacks or relabels? 

Each registrant must provide the fol-
lowing listing information for each 
drug it repacks or relabels: 

(a) NDC. The appropriate NDC(s), as 
described in § 207.33, that include the 
registrant’s labeler code and all pack-
age code variations; 

(b) Source NDC. The NDC assigned to 
each finished drug received by the reg-
istrant for repacking or relabeling, 
with the exception of medical gases. 
Each such NDC must be associated 
with the corresponding NDC(s) for re-
packed or relabeled drugs, reported 
under paragraph (a) of this section. 

(c) Name and Unique Facility Identi-
fier. For each drug identified by an 
NDC reported under paragraph (a) of 
this section, the name and Unique Fa-
cility Identifier of every establishment 
where repacking or relabeling is per-
formed for the drug and the type of op-
eration (repacking vs. relabeling) per-
formed at each such establishment. 

(d) Labeling. For each drug identified 
by an NDC reported under paragraph 
(a) of this section, except those human 
drugs repacked or relabeled exclusively 
for private label distribution and not 
distributed under the registrant’s own 
name and label, provide the following: 

(1) Human prescription drugs. All cur-
rent labeling for the repacked or re-
labeled drug except that only one rep-
resentative container or carton label 
need be submitted where differences 
exist only in the quantity of contents 

statement or the bar code. This label-
ing submission must include the con-
tent of labeling, as defined in section 
§ 207.1. 

(2) Human nonprescription drugs. (i) 
For each human nonprescription drug 
subject to section 505 of the Federal 
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service 
Act, all current labeling, except that 
only one representative container or 
carton label need be submitted where 
differences exist only in the quantity 
of contents statement or the bar code. 
This labeling submission must include 
the content of labeling, as defined in 
§ 207.1. 

(ii) For each human nonprescription 
drug not subject to section 505 of the 
Federal Food, Drug, and Cosmetic Act 
or section 351 of the Public Health 
Service Act, the current label (except 
that only one representative container 
or carton label need be submitted 
where differences exist only in the 
quantity of contents statement or the 
bar code), the package insert (if any), 
and a representative sampling of any 
other labeling. This labeling submis-
sion must include the content of label-
ing as defined in § 207.1. 

(3) Animal drugs. (i) For each animal 
drug that is subject to section 512 of 
the Federal Food, Drug, and Cosmetic 
Act, which includes but is not limited 
to, new animal drugs that have been 
approved, conditionally approved, or 
indexed under sections 512, 571, or 572 of 
the Federal Food, Drug, and Cosmetic 
Act, a copy of all current labeling (ex-
cept that only one representative con-
tainer or carton label need be sub-
mitted where differences exist only in 
the quantity of contents statement), 
including the content of labeling as de-
fined in § 207.1; 

(ii) For all other animal drugs, a 
copy of the current label (except that 
only one representative container or 
carton label need be submitted where 
differences exist only in the quantity 
of contents statement), the package in-
sert, the content of labeling as defined 
in § 207.1, and a representative sampling 
of any other labeling; 

(4) All other. For all other listed 
drugs, including unfinished drugs, the 
label (if any), except that only one rep-
resentative label need be submitted 
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where differences exist only in the 
quantity of contents statement. 

(e) Advertisements. (1) A representa-
tive sampling of advertisements for a 
human prescription drug that is not 
subject to section 505 of the Federal 
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service 
Act; 

(2) If we request it for good cause, a 
copy of all advertisements for a par-
ticular drug described in paragraph 
(e)(1) of this section, including adver-
tisements described in § 202.1(l)(1) of 
this chapter. Such advertisements 
must be submitted within 30 calendar 
days after our request. 

(f) Private label distributor products. A 
listing submission for a human drug 
distributed by a private label dis-
tributor described in § 207.41(c)(2) must 
include information specified in 
§ 207.53(b) through (e) as applicable and: 

(1) The appropriate NDC(s) (as de-
scribed in § 207.33) that include the pri-
vate label distributor’s labeler code 
and all package code variations; 

(2) The name, mailing address, tele-
phone number, and email address of the 
private label distributor; and 

(3) For drugs bearing the NDC(s) re-
ported under paragraph (f)(1) of this 
section, labeling as described in para-
graphs (d)(1) through (4) of this section, 
as applicable, that accompanies the 
private label distributor’s product. 

[81 FR 60212, Aug. 31, 2016, as amended at 86 
FR 17061, Apr. 1, 2021] 

§ 207.54 What listing information must 
a registrant submit for a drug that 
it salvages? 

A registrant who also relabels or re-
packs a drug that it salvages must list 
the drug it relabels or repacks in ac-
cordance with § 207.53 rather than in ac-
cordance with this section. A reg-
istrant who performs only salvaging 
with respect to a drug must provide the 
following listing information for that 
drug. 

(a) The NDC assigned to the drug im-
mediately before the drug is received 
by the registrant for salvaging; 

(b) The lot number and expiration 
date of the salvaged drug product; and 

(c) The name and Unique Facility 
Identifier for each establishment where 
the registrant salvages the drug. 

§ 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 
so, 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 
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under paragraph (b)(1)(ii) of this sec-
tion, no further certifications are nec-
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) 
of this chapter permits product label-
ing solely in a foreign language, the 
content of labeling must be submitted 
in that language along with an accu-
rate English translation. 

§ 207.65 How can a waiver of the elec-
tronic submission requirement be 
obtained? 

(a) All information submitted under 
this part must be transmitted to FDA 
electronically in accordance with 
§ 207.61(a) unless FDA has granted a re-
quest for waiver of this requirement 
prior to the date on which submission 
of such information is due. Submission 
of a request for waiver does not excuse 
timely compliance with the registra-
tion and listing requirements. FDA 
will grant a waiver request if FDA de-
termines that the use of electronic 
means for submission of registration 
and listing information is not reason-
able for the registrant making the 
waiver request. 

(b) Waiver requests under this sec-
tion must be submitted in writing and 
must include the specific reasons why 
electronic submission is not reasonable 
for the registrant and a U.S. telephone 
number and mailing address where 
FDA can contact the registrant. All 
waiver requests must be sent to: SPL 
Coordinator, U.S. Food and Drug Ad-
ministration, 10903 New Hampshire 
Ave., Bldg. 32, Silver Spring, MD 20993. 

(c) If FDA grants the waiver request, 
FDA may limit its duration and will 
specify terms of the waiver and provide 
information on how to submit estab-
lishment registration, drug listings, 
other information, and updates, as ap-
plicable. 

Subpart F—Miscellaneous 

§ 207.69 What are the requirements for 
an official contact and a United 
States agent? 

(a) Official contact. Registrants sub-
ject to the registration requirements of 
this part must designate an official 
contact for each establishment. The of-
ficial contact is responsible for: 

(1) Ensuring the accuracy of registra-
tion and listing information; and 
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(2) Reviewing, disseminating, rout-
ing, and responding to all communica-
tions from FDA including emergency 
communications. 

(b) United States agent. Registrants of 
foreign establishments subject to this 
part must designate a single United 
States agent. The United States agent 
must reside or maintain a place of 
business in the United States and may 
not be a mailbox, answering machine 
or service, or other place where a per-
son acting as the United States agent 
is not physically present. The United 
States agent is responsible for: 

(1) Reviewing, disseminating, rout-
ing, and responding to all communica-
tions from FDA including emergency 
communications; 

(2) Responding to questions con-
cerning those drugs that are imported 
or offered for import to the United 
States; 

(3) Assisting FDA in scheduling in-
spections; and 

(4) If FDA is unable to contact a for-
eign registrant directly or expedi-
tiously, FDA may provide the informa-
tion and/or documents to the United 
States agent. FDA’s providing informa-
tion and/or documents to the United 
States agent is equivalent to providing 
the same information and/or docu-
ments to the foreign registrant. 

§ 207.77 What legal status is conferred 
by registration and listing? 

(a) Registration of an establishment 
or listing of a drug does not denote ap-
proval of the establishment, the drug, 
or other drugs of the establishment, 
nor does it mean that a product may be 
legally marketed. Any representation 
that creates an impression of official 
approval or that a drug is approved or 
is legally marketable because of reg-
istration or listing is misleading and 
constitutes misbranding. 

(b) FDA’s acceptance of registration 
and listing information, inclusion of a 
drug in our database of drugs, or as-
signment of an NDC does not denote 
approval of the establishment or the 
drug or any other drugs of the estab-
lishment, nor does it mean that the 
drug may be legally marketed. Any 
representation that creates the impres-
sion that a drug is approved or is le-
gally marketable because it appears in 

our database of drugs, has been as-
signed or displays an NDC, or the es-
tablishment has been assigned an es-
tablishment registration number or 
Unique Facility Identifier is mis-
leading and constitutes misbranding. 
Failure to comply with § 207.37 may 
also constitute misbranding. 

(c) Neither registration nor listing 
constitutes a determination by FDA 
that a product is a drug as defined by 
section 201(g)(1) of the Federal Food, 
Drug, and Cosmetic Act. Registration 
or listing may, however, be evidence 
that a facility intends to or does manu-
facture, repack, relabel, distribute, or 
salvage drugs or that a product is in-
tended to be a drug. 

§ 207.81 What registration and listing 
information will FDA make avail-
able for public disclosure? 

(a) Except as provided in paragraphs 
(b) and (c) of this section, the following 
information will be available for public 
disclosure, upon request or at FDA’s 
discretion: 

(1) All establishment registration in-
formation, and 

(2) After a drug is marketed, informa-
tion obtained under § 207.33, § 207.49, 
§ 207.53, § 207.54, or § 207.57. 

(b) Unless such information is pub-
licly available or FDA finds that con-
fidentiality would be inconsistent with 
protection of the public health, FDA 
will not make publicly available: 

(1) Any information submitted under 
§ 207.55 as the basis upon which it has 
been determined that a particular drug 
is not subject to section 505 or 512 of 
the Federal Food, Drug, and Cosmetic 
Act or section 351 of the Public Health 
Service Act, 

(2) The names of any inactive ingre-
dients submitted under § 207.49(a)(4) for 
which the registrant makes a valid as-
sertion of confidentiality under § 20.61 
of this chapter or other provision of 
law, or 

(3) Drug listing information obtained 
under § 207.33(d)(3), § 207.49(a)(9) and (12), 
§ 207.53(b) and (c), or § 207.54(a) or (c). 

(c) FDA may determine, in limited 
circumstances and on a case-by-case 
basis, that it would be consistent with 
the protection of the public health and 
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the Freedom of Information Act to ex-
empt from public disclosure specific in-
formation identified in paragraph (a) of 
this section. 

PART 208—MEDICATION GUIDES 
FOR PRESCRIPTION DRUG PROD-
UCTS 

Subpart A—General Provisions 

Sec. 
208.1 Scope and purpose. 
208.3 Definitions. 

Subpart B—General Requirements for a 
Medication Guide 

208.20 Content and format of a Medication 
Guide. 

208.24 Distributing and dispensing a Medica-
tion Guide. 

208.26 Exemptions and deferrals. 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 353, 
355, 356, 357, 360, 371, 374; 42 U.S.C. 262. 

SOURCE: 63 FR 66396, Dec. 1, 1998, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 208.1 Scope and purpose. 
(a) This part sets forth requirements 

for patient labeling for human pre-
scription drug products, including bio-
logical products, that the Food and 
Drug Administration (FDA) determines 
pose a serious and significant public 
health concern requiring distribution 
of FDA-approved patient information. 
It applies primarily to human prescrip-
tion drug products used on an out-
patient basis without direct super-
vision by a health professional. This 
part shall apply to new prescriptions 
and refill prescriptions. 

(b) The purpose of patient labeling 
for human prescription drug products 
required under this part is to provide 
information when the FDA determines 
in writing that it is necessary to pa-
tients’ safe and effective use of drug 
products. 

(c) Patient labeling will be required 
if the FDA determines that one or 
more of the following circumstances 
exists: 

(1) The drug product is one for which 
patient labeling could help prevent se-
rious adverse effects. 

(2) The drug product is one that has 
serious risk(s) (relative to benefits) of 
which patients should be made aware 
because information concerning the 
risk(s) could affect patients’ decision 
to use, or to continue to use, the prod-
uct. 

(3) The drug product is important to 
health and patient adherence to direc-
tions for use is crucial to the drug’s ef-
fectiveness. 

§ 208.3 Definitions. 
For the purposes of this part, the fol-

lowing definitions shall apply: 
(a) Authorized dispenser means an in-

dividual licensed, registered, or other-
wise permitted by the jurisdiction in 
which the individual practices to pro-
vide drug products on prescription in 
the course of professional practice. 

(b) Dispense to patients means the act 
of delivering a prescription drug prod-
uct to a patient or an agent of the pa-
tient either: 

(1) By a licensed practitioner or an 
agent of a licensed practitioner, either 
directly or indirectly, for self-adminis-
tration by the patient, or the patient’s 
agent, or outside the licensed practi-
tioner’s direct supervision; or 

(2) By an authorized dispenser or an 
agent of an authorized dispenser under 
a lawful prescription of a licensed prac-
titioner. 

(c) Distribute means the act of deliv-
ering, other than by dispensing, a drug 
product to any person. 

(d) Distributor means a person who 
distributes a drug product. 

(e) Drug product means a finished dos-
age form, e.g., tablet, capsule, or solu-
tion, that contains an active drug in-
gredient, generally, but not nec-
essarily, in association with inactive 
ingredients. For purposes of this part, 
drug product also means biological 
product within the meaning of section 
351(a) of the Public Health Service Act. 

(f) Licensed practitioner means an in-
dividual licensed, registered, or other-
wise permitted by the jurisdiction in 
which the individual practices to pre-
scribe drug products in the course of 
professional practice. 

(g) Manufacturer means for a drug 
product that is not also a biological 
product, both the manufacturer as de-
scribed in § 201.1 and the applicant as 
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