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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, val-
idation of registration and the assign-
ment of a drug listing number do not, 
in themselves, establish that the hold-
er of the registration is legally quali-
fied 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; 72 FR 69120, Dec. 6, 2007] 

§ 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. 

(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 
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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 
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 
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