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271. 

SOURCE: 45 FR 38043, June 6, 1980, unless 
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Subpart A—General 

§ 207.3 Definitions. 

(a) The following definitions apply to 
this part: 

(1) Act means the Federal Food, Drug, 
and Cosmetic Act approved June 25, 
1938 (52 Stat. 1040 et seq., as amended 
(21 U.S.C. 301–392)), except as otherwise 
provided. 

(2) Advertising and labeling include the 
promotional material described in 
§ 202.1(l) (1) and (2) respectively. 

(3) Any material change includes but is 
not limited to any change in the name 
of the drug, any change in the identity 
or quantity of the active ingredient(s), 
any change in the identity or quantity 
of the inactive ingredient(s) where 
quantitative listing of all ingredients 
is required by § 207.31(a)(2), any signifi-
cant change in the labeling of a pre-
scription drug, and any significant 
change in the label or package insert of 
an over-the-counter drug. Changes that 
are not significant include changes in 
arrangement or printing or changes of 
an editorial nature. 

(4) Bulk drug substance means any 
substance that is represented for use in 
a drug and that, when used in the man-
ufacturing, processing, or packaging of 
a drug, becomes an active ingredient or 
a finished dosage form of the drug, but 
the term does not include intermedi-
ates used in the synthesis of such sub-
stances. 

(5) Commercial distribution means any 
distribution of a human drug except for 
investigational use under part 312 of 
this chapter, and any distribution of an 
animal drug or animal feed bearing or 
containing an animal drug for non-
investigational uses, but the term does 
not include internal or interplant 
transfer of a bulk drug substance be-
tween registered establishments within 
the same parent, subsidiary, and/or af-
filiate company. For foreign establish-
ments, the term ‘‘commercial distribu-
tion’’ shall have the same meaning ex-
cept that the term shall not include 
distribution of any drug that is neither 
imported nor offered for import into 
the United States. 

(6) Drug product salvaging means the 
act of segregating 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 some or all of the 
products to the marketplace. 

(7) Establishment means a place of 
business 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 
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(e.g., consulting laboratories), manufac-
turers of medicated feeds and of vita-
min products that are drugs in accord-
ance with section 201(g) of the act, 
human blood donor centers, and animal 
facilities used for the production or 
control testing of licensed biologicals, 
and establishments engaged in drug 
product salvaging. 

(8) Manufacturing or processing means 
the manufacture, preparation, propaga-
tion, compounding, or processing of a 
drug or drugs as used in section 510 of 
the act and is the making by chemical, 
physical, biological, or other proce-
dures of any articles that meet the def-
inition of drugs in section 201(g) of the 
act. The term includes manipulation, 
sampling, testing, or control proce-
dures applied to the final product or to 
any part of the process. The term also 
includes repackaging or otherwise 
changing the container, wrapper, or la-
beling of any drug package to further 
the distribution of the drug from the 
original place of manufacture to the 
person who makes final delivery or sale 
to the ultimate consumer. 

(9) Representative sampling of adver-
tisements means typical advertising ma-
terial (excluding labeling as deter-
mined in § 202.1(l) (1) and (2)) that gives 
a balanced picture of the promotional 
claims used for the drug, e.g., if more 
than one medical journal advertise-
ment is used but the promotional con-
tent is essentially identical, only one 
need be submitted. 

(10) Representative sampling of any 
other labeling means typical labeling 
material (excluding labels and package 
inserts) that gives a balanced picture 
of the promotional claims used for the 
drug, e.g., if more than one brochure is 
used but the promotional content is es-
sentially identical, only one need be 
submitted. 

(11) United States agent means a per-
son residing or maintaining a place of 
business in the United States whom a 
foreign establishment designates as its 
agent. This definition excludes mail-
boxes, answering machines or services, 
or other places where an individual 
acting as the foreign establishment’s 
agent is not physically present. 

(b) The definitions and interpreta-
tions of terms in sections 201, 502(e), 

and 510 of the act apply to the use of 
terms in this part. 

[45 FR 38043, June 6, 1980, as amended at 55 
FR 11576, Mar. 29, 1990; 66 FR 59156, Nov. 27, 
2001] 

§ 207.7 Establishment registration and 
product listing for human blood 
and blood products and for medical 
devices. 

(a) Owners and operators of human 
blood and blood product establishments 
shall register and list their products 
with the Center for Biologics Evalua-
tion and Research (HFM–375), 1401 
Rockville Pike, suite 200N, Rockville, 
MD 20852–1448, on Form FDA–2830 
(Blood Establishment Registration and 
Product Listing), in accordance with 
part 607 of this chapter. Such owners 
and operators who also manufacture or 
process other drug products at the 
same establishment shall, in addition, 
register and list all such other drug 
products with the Drug Listing Branch 
in accordance with this part. 

(b) [Reserved] 
(c) Owners and operators of establish-

ments engaged in manufacture or proc-
essing of medical devices shall register 
and list their products with the Center 
for Devices and Radiological Health, 
FDA, on Form FDA–2891 (Initial Reg-
istration of Device Establishments), 
FDA–2891a (Registration of Device Es-
tablishment), and FDA–2892 (Medical 
Device Listing), in accordance with 
part 807. 

(d) Owners and operators of establish-
ments engaged in the manufacture or 
processing at the same establishment 
of both drug products and medical de-
vices shall (1) register with the Records 
Repository Team (HFD–143), Center for 
Drug Evaluation and Research, FDA, 
and list their drug products in accord-
ance with this part, and (2) register 
with the Center for Devices and Radio-
logical Health and list their medical 
devices in accordance with part 807. 

[45 FR 38043, June 6, 1980, as amended at 50 
FR 8995, Mar. 6, 1985; 55 FR 11576, Mar. 29, 
1990; 66 FR 59156, Nov. 27, 2001; 69 FR 48775, 
Aug. 11, 2004] 
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Subpart B—Exemptions 
§ 207.10 Exemptions for establish-

ments. 
The following classes of persons are 

exempt from registration and drug list-
ing in accordance with this part under 
section 510(g)(1), (g)(2), and (g)(3) of the 
act, or because FDA has found, under 
section 510(g)(5) of the act, that their 
registration is not necessary for the 
protection of the public health. The ex-
emptions in paragraphs (a) and (b) of 
this section are limited to pharmacies, 
hospitals, clinics, and public health 
agencies located in any State as de-
fined in section 201(a)(1) of the act. 

(a) Pharmacies that operate under 
applicable local laws regulating dis-
pensing of prescription drugs and that 
do not manufacture or process drugs 
for sale other than in the regular 
course of the practice of the profession 
of pharmacy, including dispensing and 
selling drugs at retail. The supplying of 
prescription drugs by these pharmacies 
to a practitioner licensed to administer 
these drugs for his or her use in the 
course of professional practice or to 
other pharmacies to meet temporary 
inventory shortages are not acts that 
require pharmacies to register. 

(b) Hospitals, clinics, and public 
health agencies that maintain estab-
lishments in conformance with any ap-
plicable local laws regulating the prac-
tices of pharmacy or medicine and that 
regularly engage in dispensing pre-
scription drugs, other than human 
blood or blood products, upon prescrip-
tion of practitioners licensed by law to 
administer these drugs to patients 
under their professional care. 

(c) Practitioners who are licensed by 
law to prescribe or administer drugs 
and who manufacture or process drugs 
solely for use in their professional 
practice. 

(d) Persons who manufacture or proc-
ess drugs not for sale but solely for use 
in research, teaching, or chemical 
analysis. 

(e) Manufacturers of harmless inac-
tive ingredients that are excipients, 
colorings, flavorings, emulsifiers, lu-
bricants, preservatives, or solvents 
that become components of drugs, and 
who otherwise would not be required to 
register under this part. 

(f) Persons who only manufacture the 
following: 

(1) Type B or Type C medicated feed 
using Category I, Type A medicated ar-
ticles or Category I, Type B or Type C 
medicated feeds, and/or; 

(2) Type B or Type C medicated feed 
using Category II, Type B or Type C 
medicated feeds. 

(3) Persons who manufacture free- 
choice feeds, as defined in § 510.455 of 
this chapter, or medicated liquid feeds, 
as defined in § 558.5 of this chapter, 
where a medicated feed mill license is 
required are not exempt. 

(g) Any manufacturer of a virus, 
serum, toxin, or analogous product in-
tended for treatment of domestic ani-
mals 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-
ture or processing of that animal virus, 
serum, toxin, or analogous product. 

(h) Carriers, in their receipt, car-
riage, holding, or delivery of drugs in 
the usual course of business as carriers. 

[45 FR 38043, June 6, 1980, as amended at 51 
FR 7389, Mar. 3, 1986; 64 FR 63203, Nov. 19, 
1999; 66 FR 59156, Nov. 27, 2001] 

Subpart C—Procedures for 
Domestic Drug Establishments 

§ 207.20 Who must register and submit 
a drug list. 

(a) Owners or operators of all drug es-
tablishments, not exempt under sec-
tion 510(g) of the act or subpart B of 
this part 207, that engage in the manu-
facture, preparation, propagation, 
compounding, or processing of a drug 
or drugs shall register and submit a 
list of every drug in commercial dis-
tribution (except that registration and 
listing information may be submitted 
by the parent, subsidiary, and/or affil-
iate company for all establishments 
when operations are conducted at more 
than one establishment and there ex-
ists joint ownership and control among 
all the establishments). Drug listing is 
not required for the manufacturing, 
preparation, propagation, 
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compounding, or processing of an ani-
mal feed bearing or containing an ani-
mal drug (i.e., a Type B or Type C 
medicated feed), nor is drug listing re-
quired for establishments engaged in 
drug product salvaging. Drug products 
manufactured, prepared, propagated, 
compounded, or processed in any State 
as defined in section 201(a)(1) of the act 
must be listed whether or not the out-
put of such establishments or any par-
ticular drug so listed enters interstate 
commerce. No owner or operator may 
register an establishment if any part of 
the establishment is registered by any 
other owner or operator. 

(b) Owners or operators of establish-
ments not otherwise required to reg-
ister under section 510 of the act that 
distribute under their own label or 
trade name a drug manufactured or 
processed by a registered establish-
ment may elect to submit listing infor-
mation directly to FDA and to obtain a 
Labeler Code. A distributor who sub-
mits drug listing information shall in-
clude the registration number of the 
drug establishment that manufactured, 
prepared, propagated, compounded, or 
processed each drug listed. All distribu-
tors who submit drug listing informa-
tion to FDA assume full responsibility 
for compliance with all of the require-
ments of this part. Each such dis-
tributor at the time of submitting or 
updating drug listing information as 
required under § 207.30 shall certify to 
the registered establishment that the 
submission has been made by providing 
a signed copy of Form FDA–2656 (Reg-
istration of Drug Establishment) to the 
registered establishment that manu-
factures or processes the drug. Each 
such distributor shall submit the origi-
nal of Form FDA–2656 showing this cer-
tification to FDA, and shall accompany 
the certification with a list showing 
the National Drug Code number that 
the distributor has assigned to each 
drug product. If a distributor does not 
elect to submit drug listing informa-
tion directly to FDA and to obtain a 
Labeler Code, the registered establish-
ment shall submit the drug listing in-
formation. Distributors or registered 
establishments shall use Form FDA– 
2658 (Registered Establishments’ Re-
port of Private Label Distributors) to 

submit drug listing information or to 
request a Labeler Code, or both. 

(c) Before beginning manufacture or 
processing of a drug subject to one of 
the following applications, an owner or 
operator of an establishment is re-
quired to register before the agency ap-
proves it: A new drug application, an 
abbreviated new drug application, a 
new animal drug application, an abbre-
viated new animal drug application, a 
medicated feed mill license applica-
tion, or a biologics license application. 

(d) No registration fee is required. 
(e) Registration and listing do not 

constitute an admission, or agreement, 
or determination that a product is a 
drug as defined in section 201(g) of the 
act. 

(f) Owners and operators of establish-
ments or persons engaged in the recov-
ery, screening, testing, processing, 
storage, or distribution of human cells, 
tissues, and cellular and tissue-based 
products, as defined in § 1271.3(d) of this 
chapter, that are regulated under sec-
tion 351 of the Public Health Service 
Act and/or the Federal Food, Drug, and 
Cosmetic Act must register and list 
those human cells, tissues, and cellular 
and tissue-based products with the 
Center for Biologics Evaluation and 
Research on Form FDA 3356 following 
the procedures set out in subpart B of 
part 1271 of this chapter, instead of the 
procedures for registration and listing 
contained in this part, except that the 
additional listing information require-
ments in § 207.31 remain applicable. 

[45 FR 38043, June 6, 1980, as amended at 45 
FR 32293, May 16, 1980; 52 FR 2682, Jan. 26, 
1987; 55 FR 11576, Mar. 29, 1990; 64 FR 400, Jan. 
5, 1999; 64 FR 56448, Oct. 20, 1999; 64 FR 63203, 
Nov. 19, 1999; 66 FR 5466, Jan. 19, 2001; 66 FR 
59157, Nov. 27, 2001; 66 FR 5447, Jan. 19, 2001] 

§ 207.21 Times for registration and 
drug listing. 

(a) The owner or operator of an es-
tablishment entering into the manu-
facture or processing of a drug or drugs 
shall register the establishment within 
5 days after the beginning of the oper-
ation and shall submit a list of every 
drug in commercial distribution at 
that time. If the owner or operator of 
the establishment has not previously 
entered into such an operation, the 
owner or operator shall register within 
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5 days after submitting a new drug ap-
plication, abbreviated new drug appli-
cation, new animal drug application, 
abbreviated new animal drug applica-
tion, medicated feed mill license appli-
cation, or a biologics license applica-
tion. Owners or operators shall renew 
their registration information annu-
ally. 

The schedule is as follows: 

First letter of company name Date FDA will 
mail forms 

A or B ........................................................ January 
C, D, or E .................................................. February 
F, G, or H .................................................. March 
I, J, K, L. or M ........................................... April 
N, O, P, Q, or R ........................................ May 
S or T ........................................................ June 
U, V, W, X, Y, or Z ................................... July 

(b) Owners and operators of all reg-
istered establishments shall update 
their drug listing information every 
June and December. 

[45 FR 38043, June 6, 1980, as amended at 55 
FR 11576, Mar. 29, 1990; 64 FR 400, Jan. 5, 1999; 
64 FR 56448, Oct. 20, 1999; 64 FR 63203, Nov. 19, 
1999; 66 FR 59157, Nov. 27, 2001] 

§ 207.22 How and where to register 
and list drugs. 

(a) An establishment shall register 
the first time on Form FDA–2656 (Reg-
istration of Drug Establishment), ob-
tainable on request from the Records 
Repository Team (HFD–143), Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, or from 
FDA district offices. An establishment 
whose drug registration for that year 
was validated under § 207.35 shall make 
subsequent annual registration on 
Form FDA–2656 as described in 
§ 207.21(a) by mailing the completed 
form to the above address within 30 
days after receipt from FDA. 

(b) The first list of drugs and later 
June and December updatings shall be 
on Form FDA–2657 (Drug Product List-
ing), obtainable upon request as de-
scribed in paragraph (a) of this section. 
An establishment may submit, in lieu 
of Form FDA–2657, tapes for computer 
inputs containing the information 
specified in Form FDA–2657 if formats 
proposed for this use were reviewed and 
approved by the Records Repository 

Team (HFD–143), Center for Drug Eval-
uation and Research, FDA. 

[45 FR 38043, June 6, 1980, as amended at 50 
FR 8995, Mar. 6, 1985; 55 FR 11576, Mar. 29, 
1990; 69 FR 48775, Aug. 11, 2004] 

§ 207.25 Information required in reg-
istration and drug listing. 

(a) Form FDA–2656 (Registration of 
Drug Establishment) provides for fur-
nishing or confirming information re-
quired by the act. This information in-
cludes, for each establishment, the 
name and full address of the drug es-
tablishment; all trade names used by 
the establishment; the kind of owner-
ship or operation (that is, individually 
owned, partnership or corporation); 
and the name of the owner or operator 
of the establishment. The term name of 
the owner or operator includes in the 
case of a partnership the name of each 
partner, and in the case of a corpora-
tion the name and title of each cor-
porate officer and director and the 
name of the State of incorporation. 

(b) Form FDA–2657 (Drug Product 
Listing) provides that information re-
quired by the act be furnished as fol-
lows: 

(1) A list of drugs, including bulk 
drug substances and Type A articles for 
use in the manufacture of animal feeds 
as well as finished dosage forms, by es-
tablished name and by proprietary 
name, that are being manufactured or 
processed for commercial distribution 
and that have not been included in any 
list previously submitted to FDA on 
Form FDA–2657 or in conjunction with 
the FDA voluntary inventory on Form 
FDA–2422 (Survey Report of Marketed 
Drugs), or Form FDA–2250 (National 
Drug Code Directory Input). 

(2) For each drug listed that the reg-
istrant regards as subject to section 505 
or 512 of the act, the new drug applica-
tion number, abbreviated new drug ap-
plication number, new animal drug ap-
plication number, or abbreviated new 
animal drug application number and a 
copy of 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. 

(3) For each drug listed that the reg-
istrant regards as subject to section 351 
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of the Public Health Service Act, the 
license number of the manufacturer. 

(4) For each human prescription drug 
listed that the registrant regards as 
not subject to section 505 of the act or 
351 of the Public Health Service Act, 
and that is not manufactured by a reg-
istered blood bank, a copy of 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) and a representative sam-
pling of advertisements. 

(5) For each human over-the-counter 
drug listed, or each animal drug listed, 
that the registrant regards as not sub-
ject to section 505 or 512 of the act or 
351 of the Public Health Service Act, a 
copy of the label (except that only one 
representative container or carton 
label need be submitted where dif-
ferences exist only in the quantity of 
contents statement), the package in-
sert, and a representative sampling of 
any other labeling. 

(6) For each prescription or over-the- 
counter drug so listed that the reg-
istrant regards as not subject to sec-
tion 505 or 512 of the act or 351 of the 
Public Health Service Act, and that is 
not manufactured by a registered blood 
bank, a quantitative listing of the ac-
tive ingredient(s). Unless the quan-
titative listing is expressed as a per-
centage in the offical compendium or 
the ingredient is a nonantibiotic ingre-
dient in a Type A medicated article for 
use in the manufacture of animal feeds, 
the quantity of an ingredient shall be 
expressed in terms of the amount, not 
the percent, of that ingredient in each 
dosage unit or, if the drug is not in 
unit dosage form, the amount of the in-
gredient in a specific unit of weight or 
measure of the drug. For a drug formu-
lation that is a Type A medicated arti-
cle subject to § 207.35(b)(2)(iii), the reg-
istrant may limit the quantitative list-
ing of ingredients to each variation of 
level of active drug ingredient. 

(7) For each drug listed, the registra-
tion number of every drug establish-
ment within the parent company at 
which it is manufactured or processed. 

(8) For each drug listed, the National 
Drug Code (NDC) number. If FDA has 
not assigned an NDC Labeler Code, the 
registrant shall include a Product Code 

and Package Code and FDA will assign 
a Labeler Code as described in 
§ 207.35(b)(2)(i). 

(c) For each drug product listed that 
is subject to the imprinting require-
ments of part 206 of this chapter, in-
cluding products that are exempted 
under § 206.7(b), drug companies must 
submit a document that provides the 
name of the product, its active ingre-
dient(s), dosage strength, National 
Drug Code number, the name of its 
manufacturer or distributor, its size, 
shape, color, and code imprint (if any), 
and any other characteristic that iden-
tifies the product as unique. 

[45 FR 38043, June 6, 1980, as amended at 52 
FR 2682, Jan. 26, 1987; 55 FR 11577, Mar. 29, 
1990; 58 FR 47959, Sept. 13, 1993; 63 FR 26698, 
May 13, 1998; 64 FR 400, Jan. 5, 1999; 66 FR 
59157, Nov. 27, 2001] 

§ 207.26 Amendments to registration. 

Changes in individual ownership, cor-
porate or partnership structure loca-
tion or drug-handling activity, shall be 
submitted by Form FDA–2656 (Reg-
istration of Drug Establishment) as 
amendment to registration within 5 
days of such changes. A change in a 
registered establishment’s firm name 
within 6 months of the registration of 
the establishment is required to be sup-
ported by a signed statement of the es-
tablishment’s owner or operator that 
the change is not made for the purpose 
of changing the name of the manufac-
turer of a drug product under § 201.1 of 
this chapter. Changes in the names of 
officers and directors of the corpora-
tions do not require such amendment 
but must be shown at time of annual 
registration. 

[45 FR 25777, Apr. 15, 1980, as amended at 55 
FR 11577, Mar. 29, 1990] 

§ 207.30 Updating drug listing informa-
tion. 

(a) After submitting the initial drug 
listing information, every person who 
is required to list drugs under § 207.20 
shall submit on Form FDA–2657 (Drug 
Product Listing) during each subse-
quent June and December, or at the 
discretion of the registrant when the 
change occurs, the following informa-
tion: 
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(1) A list of each drug introduced by 
the registrant for commerical distribu-
tion which has not been included in 
any list previously submitted. The reg-
istrant shall provide all of the informa-
tion required by § 207.25(b) for each 
such drug. 

(2) A list of each drug formerly listed 
in accordance with § 207.25(b) for which 
commercial distribution has been dis-
continued, including for each drug so 
listed the National Drug Code (NDC) 
number, the identity by established 
name and by proprietary name, and 
date of discontinuance. It is requested 
but not required that the reason for 
discontinuance of distribution be in-
cluded with this information. 

(3) A list of each drug for which a no-
tice of discontinuance was submitted 
under paragraph (a)(2) of this section 
and for which commercial distribution 
has been resumed, including for each 
drug so listed the NDC number, the 
identity by established name and by 
proprietary name, the date of resump-
tion, and any other information re-
quired by § 207.25(b) not previously sub-
mitted. 

(4) Any material change in any infor-
mation previously submitted. 

(b) When no changes have occurred 
since the previously submitted list, no 
report is required. 

§ 207.31 Additional drug listing infor-
mation. 

(a) In addition to the information 
routinely required by §§ 207.25 and 
207.30, FDA may require submission of 
the following information by letter or 
by FEDERAL REGISTER notice: 

(1) For a particular prescription drug 
so listed that the registrant regards as 
not subject to section 505 of the act, 
upon request by FDA for good cause, a 
copy of all advertisements. 

(2) For a particular drug product so 
listed that the registrant regards as 
not subject to section 505 or 512 of the 
act, upon a finding by FDA that it is 
necessary to carry out the purposes of 
the act, a quantitative listing of all in-
gredients. 

(3) For a particular drug product, 
upon request by FDA, a brief state-
ment of the basis for the registrant’s 
belief that the drug product is not sub-
ject to section 505 or 512 of the act. 

(4) For each registrant, upon a find-
ing by FDA that it is necessary to 
carry out the purposes of the act, a list 
of each listed drug product containing 
a particular ingredient. 

(b) It is requested but not required 
that a qualitative listing of the inac-
tive ingredients be submitted for all 
listed drugs in the format prescribed in 
Form FDA–2657 (Drug Product Listing). 

(c) It is requested but not required 
that a quantitative listing of the active 
ingredients be submitted for all drugs 
listed that are subject to section 505 or 
512 of the act or section 351 of the Pub-
lic Health Service Act. 

[45 FR 38043, June 6, 1980, as amended at 63 
FR 26698, May 13, 1998; 64 FR 400, Jan. 5, 1999] 

§ 207.35 Notification of registrant; 
drug establishment registration 
number and drug listing number. 

(a) FDA will provide to the registrant 
a validated copy of Form FDA–2656 
(Registration of Drug Establishment) 
as evidence of registration. This vali-
dated copy will be sent to the mailing 
address shown on the form. FDA will 
assign a permanent registration num-
ber to each drug establishment reg-
istered in accordance with these regu-
lations. 

(b) Using the National Drug Code 
(NDC) numbering system, FDA assigns 
a drug listing number to each drug or 
class of drugs listed as follows: 

(1) If a drug is already listed in the 
National Drug Code System or in the 
National Health Related Items Code 
System, the number is the same as 
that assigned under those codes. FDA 
adds a lead zero to the first three char-
acters of the code, which identifies the 
manufacturer or distributor, to expand 
the ‘‘Labeler Code’’ segment to four 
characters. The National Drug Code, 
Product Code, and Package Code con-
figurations used to describe these 
drugs, or any drugs added to the prod-
uct line, remain the same, i.e., a four- 
character Product Code and a two- 
character Package Code. A manufac-
turer or distributor may either retain 
alphanumeric characters that are al-
ready used in the Product Code and 
Package Code segments of the National 
Drug Code or convert these alpha-
numeric characters to all numeric dig-
its. The manufacturer or distributor 
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shall inform FDA of a decision to con-
vert the alphanumeric characters to all 
numeric digits. 

(2) If a registered establishment or 
distributor has not previously partici-
pated in the National Drug Code Sys-
tem or in the National Health Related 
Items Code System, FDA uses the Na-
tional Drug Code numbering system in 
assigning a number, as follows (only 
numerals are used): 

(i) The first 5 numeric characters of 
the 10-character code identify the man-
ufacturer or distributor and are known 
as the Labeler Code. FDA will expand 
the Labeler Code from five to six nu-
meric characters when the available 
five-character code combinations are 
exhausted. FDA will assign Labeler 
Code numbers and provide them to the 
registrant along with the validated 
copy of Form FDA–2656. Any registered 
firm that does not have an assigned La-
beler Code will be assigned one when 
registration and listing information 
are submitted. 

(ii) The last 5 numeric characters of 
the 10-character code identify the drug 
and the trade package size and type. 
The segment that identifies the drug 
formulation is known as the Product 
Code and the segment that identifies 
the trade package size and type is 
known as the Package Code. The man-
ufacturer or distributor will assign the 
Product Code and the Package Code be-
fore drug listing and include these 
codes in Form FDA–2657 (Drug Product 
Listing). The manufacturer or dis-
tributor may use either of two methods 
in assigning the Product and Package 
Codes: a 3–2 Product-Package Code con-
figuration (e.g., 542–12) or a 4–1 Prod-
uct-Package Code configuration (e.g., 
5421–2). A manufacturer or distributor 
with a given Labeler Code shall use 
only one such Product-Package Code 
configuration and shall use this same 
configuration in assigning the Product- 
Package Codes for all drugs included in 
the drug listing. The manufacturer or 
distributor shall report to FDA the 
Product-Package Code configuration 
used in assigning these codes. 

(iii) If the drug formulation is a Type 
A medicated article intended for use in 
the manufacture of an animal feed, 
FDA assigns a separate Product Code 

only for each variation of level of ac-
tive drug ingredient. 

(3) FDA requests but does not require 
that the NDC number appear on all 
drug labels and in other drug labeling, 
including the label of any prescription 
drug container furnished to a con-
sumer. If the NDC number is shown on 
a drug label, it shall be placed as fol-
lows: 

(i) The NDC number shall appear 
prominently in the top third of the 
principal display panel of the label on 
the immediate container and of any 
outside container or wrapper. Instead 
of appearing in the top third of the 
label, the NDC number may appear as 
part of and contiguous to any bar-code 
symbol for any drug product if two 
conditions are met. First, the symbol 
appears prominently on the immediate 
container and on any outside container 
or wrapper and in a conspicuous loca-
tion; this condition is not satisfied by 
the appearance of the symbol only on 
the natural bottom of a container or 
wrapper. Second, the bar-code symbol 
is compatible with the NDC, i.e., the 
symbol provides a format capable of 
encoding the numeric characters of an 
NDC Number. The term principal dis-
play panel, as used in this paragraph, 
means that part of a label most likely 
to be displayed, presented, shown, or 
examined under customary conditions 
of display to the consumer (for over- 
the-counter drug products) or to the 
dispenser (for prescription drug prod-
ucts). 

(ii) The NDC number shall be pre-
ceded by the prefix ‘‘NDC’’ or ‘‘N’’ 
when it is used on a label or in label-
ing. The prefix used for a drug product 
shall be used consistently on the label 
of the immediate container, outside 
container, or wrapper, if any, and on 
other labeling for that drug product. 

(iii) The Product-Package Code con-
figuration shall be indicated and the 
segments of the number shall be sepa-
rated by a dash, e.g., NDC 15643–542–12 
or N 15643–542–12. 

(iv) All 10 characters shall appear and 
the leading zeros in any segment of the 
NDC number shall be shown, except 
that leading zeros may be omitted from 
any segment of the NDC number when 
the NDC number is used for product 
identification by direct imprinting on 
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dosage forms or in the case of con-
tainers too small or otherwise unable 
to accommodate a label with sufficent 
space to bear both required and op-
tional labeling information. 

(v) The placing of the assigned NDC 
number on a label or in other labeling 
does not require the submission of a 
supplemental new drug application, 
supplemental new animal drug applica-
tion. 

(4)(i) If any change occurs in those 
product characteristics that clearly 
distinguish one drug product version 
from another, the registrant shall as-
sign a new NDC number to the new 
product version and submit that infor-
mation to FDA. Such a change in-
cludes, but is not limited to, a change 
in active ingredient(s); strength or con-
centration of active ingredient(s); dos-
age form; route of administration, if it 
also includes a change in product for-
mulation; product name; and a change 
in marketing status from prescription 
to over-the-counter or over-the-counter 
to prescription. If, by notice in the 
FEDERAL REGISTER, FDA requires a 
change in drug product characteristics 
and determines the change will require 
assignment of a new product code to 
the reformulated product, FDA will an-
nounce its determination in the FED-
ERAL REGISTER publication that re-
quires the change, setting forth its rea-
soning and justification for its deter-
mination. If a change only in the trade 
package is involved, the registrant 
may revise the trade package code 
without the assignment of a new prod-
uct code segment, but shall inform 
FDA of the new code for the trade 
package and the characteristics of the 
new trade package. 

(ii) When a registrant has discon-
tinued a drug product, its product code 
may be reassigned to another drug 
product 5 years after the expiration 
date of the discontinued product, or, if 
there is no expiration date, 5 years 
after the last shipment of the discon-
tinued product into commercial dis-
tribution. Reuse of product codes may 
occur, under the specified conditions, 
regardless of the NDC, Product Code, 
and Package Code configuration used. 

(c) Although registration and drug 
listing are required to engage in the 
drug activities described in § 207.20, 

validation of registration and the as-
signment of a drug listing number do 
not, in themselves, establish that the 
holder of the registration is legally 
qualified to deal in such drugs. 

[45 FR 38043, June 6, 1980, as amended at 48 
FR 54007, Nov. 30, 1983; 52 FR 2682, Jan. 26, 
1987; 55 FR 11577, Mar. 29, 1990; 64 FR 400, Jan. 
5, 1999] 

§ 207.37 Inspection of registrations 
and drug listings. 

(a) A copy of the Form FDA–2656 
(Registration of Drug Establishment) 
filed by the registrant will be available 
for inspection in accordance with sec-
tion 510(f) of the act, at the Records 
Repository Team (HFD–143), Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857. In addition, 
copies of these forms for establish-
ments located within a particular geo-
graphic area are available for inspec-
tion at FDA district offices responsible 
for that geographical area. Copies of 
forms submitted by foreign drug estab-
lishments are available for inspection 
at the Division of Manufacturing and 
Product Quality, Foreign Inspection 
Team (HFD–325), Office of Compliance, 
Center for Drug Evaluation and Re-
search, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857. 
Upon request and receipt of a stamped, 
self-addressed envelope, the Records 
Repository Team, the Foreign Inspec-
tion Team, or the appropriate FDA dis-
trict office will verify registration 
numbers or provide the location of a 
registered establishment. The mailing 
address for the Foreign Inspection 
Team is: Division of Manufacturing 
and Product Quality, Office of Compli-
ance, Center for Drug Evaluation and 
Research (HFD–325), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. 

(1) The following types of informa-
tion submitted under the drug listing 
requirements will be available for pub-
lic disclosure when compiled: 

(i) A list of all drug products. 
(ii) A list of all drug products ar-

ranged by labeled indications or phar-
macological category. 

(iii) A list of all drug products ar-
ranged by manufacturer. 
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(iv) A list of a drug product’s active 
ingredients. 

(v) A list of drug products newly mar-
keted or for which marketing is re-
sumed. 

(vi) A list of drug products discon-
tinued. 

(vii) Labeling. 
(viii) Advertising. 
(ix) Information that has become a 

matter of public knowledge. 
(x) A list of drug products containing 

a particular active ingredient. 
(xi) A list of all code imprints. 
(2) The following types of informa-

tion submitted in accordance with the 
drug listing requirements will not be 
available for public disclosure (except 
that any of the information will be 
available for public disclosure if it has 
become a matter of public knowledge 
or if FDA finds that confidentiality 
would be inconsistent with protection 
of the public health): 

(i) Any information submitted as the 
basis upon which it has been deter-
mined that a particular drug product is 
not subject to section 505 or 512 of the 
act. 

(ii) A list of a drug product’s inactive 
ingredients. 

(iii) A list of drugs containing a par-
ticular inactive ingredient. 

(b) Requests for information about 
registrations and drug listings of an es-
tablishment should be directed to the 
Information Management Team (HFD– 
095), Office of Information Technology, 
Center for Drug Evaluation and Re-
search, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857 
or, with respect to the information de-
scribed in paragraph (a) of this section, 
to the FDA district office responsible 
for the geographic area in which the es-
tablishment is located. 

[45 FR 38043, June 6, 1980, as amended at 50 
FR 8996, Mar. 6, 1985; 55 FR 11577, Mar. 29, 
1990; 58 FR 47959, Sept. 13, 1993; 63 FR 26698, 
May 13, 1998; 64 FR 400, Jan. 5, 1999; 66 FR 
59157, Nov. 27, 2001; 69 FR 48775, Aug. 11, 2004] 

§ 207.39 Misbranding by reference to 
registration or to registration num-
ber. 

Registration of a drug establishment 
or drug wholesaler, or assignment of a 
registration number, or assignment of 
a NDC number does not in any way de-

note approval of the firm or its prod-
ucts. Any representation that creates 
an impression of official approval be-
cause of registration or possession of 
registration number or NDC number is 
misleading and constitutes mis-
branding. 

Subpart D—Procedure for Foreign 
Drug Establishments 

§ 207.40 Establishment registration 
and drug listing requirements for 
foreign establishments. 

(a) Foreign drug establishments 
whose drugs are imported or offered for 
import into the United States shall 
comply with the establishment reg-
istration and drug listing requirements 
in subpart C of this part, unless exempt 
under subpart B of this part or unless 
the drugs enter a foreign trade zone 
and are re-exported from that foreign 
trade zone without having entered U. 
S. commerce. 

(b) No drug may be imported or of-
fered for import into the United States 
unless it is listed as required in subpart 
C of this part and manufactured, pre-
pared, propagated, compounded, or 
processed at a registered foreign drug 
establishment; however, this restric-
tion does not apply to a drug imported 
or offered for import under the inves-
tigational use provisions in part 312 of 
this chapter, or the investigational 
new animal drug use provisions in part 
511 of this chapter, or to a component 
of a drug imported under section 
801(d)(3) of the act. Foreign drug estab-
lishments shall submit all listing infor-
mation, including labels and labeling, 
and registration information in the 
English language. 

(c) Each foreign drug establishment 
required to register under paragraph 
(a) of this section shall submit the 
name, address, and phone number of its 
United States agent as part of its ini-
tial and updated registration informa-
tion in accordance with subpart C of 
this part. Each foreign drug establish-
ment shall designate only one United 
States agent. 

(1) The United States agent shall re-
side or maintain a place of business in 
the United States. 

(2) Upon request from FDA, the 
United States agent shall assist FDA 
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in communications with the foreign 
drug establishment, respond to ques-
tions concerning the foreign drug es-
tablishment’s products that are im-
ported or offered for import into the 
United States, and assist FDA in 
scheduling inspections of the foreign 
drug establishment. If the agency is 
unable to contact the foreign drug es-
tablishment directly or expeditiously, 
FDA may provide information or docu-
ments to the United States agent, and 
such an action shall be considered to be 
equivalent to providing the same infor-
mation or documents to the foreign 
drug establishment. 

(3) The foreign drug establishment or 
the United States agent shall report 
changes in the United States agent’s 
name, address, or phone number to 
FDA within 10-business days of the 
change. 

[66 FR 59157, Nov. 27, 2001] 

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. 
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