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Supplier means any registered person 
entitled to fill order forms pursuant to 
§ 1305.06 of this chapter. 

[62 FR 13941, Mar. 24, 1997, as amended at 65 
FR 44678, July 19, 2000; 68 FR 37409, June 24, 
2003; 68 FR 41228, July 11, 2003; 70 FR 25465, 
May 13, 2005; 70 FR 74656, Dec. 16, 2005; 71 FR 
60427, Oct. 13, 2006; 72 FR 67852, Dec. 3, 2007; 
74 FR 63609, Dec. 4, 2009; 77 FR 4230, Jan. 27, 
2012] 

§ 1300.02 Definitions relating to listed 
chemicals. 

(a) Any term not defined in this part 
shall have the definition set forth in 
section 102 of the Act (21 U.S.C. 802), 
except that certain terms used in part 
1316 of this chapter are defined at the 
beginning of each subpart of that part. 

(b) As used in parts 1309, 1310, and 
1313 of this chapter, the following 
terms shall have the meaning specified: 

Act means the Controlled Substances 
Act, as amended (84 Stat. 1242; 21 U.S.C. 
801) and/or the Controlled Substances 
Import and Export Act, as amended (84 
Stat. 1285; 21 U.S.C. 951). 

Administration means the Drug En-
forcement Administration. 

Administrator means the Adminis-
trator of the Drug Enforcement Admin-
istration. The Administrator has been 
delegated authority under the Act by 
the Attorney General (28 CFR 0.100). 

At retail, with respect to the sale or 
purchase of a scheduled listed chemical 
product, means a sale or purchase for 
personal use, respectively. 

Broker and trader mean any indi-
vidual, corporation, corporate division, 
partnership, association, or other legal 
entity which assists in arranging an 
international transaction in a listed 
chemical by— 

(1) Negotiating contracts; 
(2) Serving as an agent or inter-

mediary; or 
(3) Fulfilling a formal obligation to 

complete the transaction by bringing 
together a buyer and seller, a buyer 
and transporter, or a seller and trans-
porter, or by receiving any form of 
compensation for so doing. 

Chemical export means transferring 
ownership or control, or the sending or 
taking of threshold quantities of listed 
chemicals out of the United States 
(whether or not such sending or taking 
out constitutes an exportation within 

the meaning of the customs and related 
laws of the United States). 

Chemical exporter is a regulated per-
son who, as the principal party in in-
terest in the export transaction, has 
the power and responsibility for deter-
mining and controlling the sending of 
the listed chemical out of the United 
States. 

Chemical import means with respect 
to a listed chemical, any bringing in or 
introduction of such listed chemical 
into either the jurisdiction of the 
United States or into the customs ter-
ritory of the United States (whether or 
not such bringing in or introduction 
constitutes an importation within the 
meaning of the tariff laws of the 
United States). 

Chemical importer is a regulated per-
son who, as the principal party in in-
terest in the import transaction, has 
the power and responsibility for deter-
mining and controlling the bringing in 
or introduction of the listed chemical 
into the United States. 

Chemical mixture means a combina-
tion of two or more chemical sub-
stances, at least one of which is not a 
listed chemical, except that such term 
does not include any combination of a 
listed chemical with another chemical 
that is present solely as an impurity or 
which has been created to evade the re-
quirements of the Act. 

Combination ephedrine product means 
a drug product containing ephedrine or 
its salts, optical isomers, or salts of op-
tical isomers, and therapeutically sig-
nificant quantities of another active 
medicinal ingredient. 

Customs territory of the United States 
means the several States, the District 
of Columbia, and Puerto Rico. 

Drug product means an active ingre-
dient in dosage form that has been ap-
proved or otherwise may be lawfully 
marketed under the Federal Food, 
Drug, and Cosmetic Act for distribu-
tion in the United States. 

Encapsulating machine means any 
manual, semi-automatic, or fully auto-
matic equipment which may be used to 
fill shells or capsules with any pow-
dered, granular, semi-solid, or liquid 
material. 

Established business relationship means 
the regulated person has imported or 
exported a listed chemical at least 
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once within the past six months, or 
twice within the past twelve months 
from or to a foreign manufacturer, dis-
tributor, or end user of the chemical 
that has an established business with a 
fixed street address. A person or busi-
ness that functions as a broker or 
intermediary is not a customer for pur-
poses of this definition. 

Established record as an importer 
means that the regulated person has 
imported a listed chemical at least 
once within the past six months, or 
twice within the past twelve months 
from a foreign supplier. 

Hearing means any hearing held for 
the granting, denial, revocation, or 
suspension of a registration pursuant 
to sections 303, 304, and 1008 of the Act 
(21 U.S.C. 823, 824 and 958). 

International transaction means a 
transaction involving the shipment of 
a listed chemical across an inter-
national border (other than a United 
States border) in which a broker or 
trader located in the United States 
participates. 

Jurisdiction of the United States means 
the customs territory of the United 
States, the Virgin Islands, the Canal 
Zone, Guam, American Samoa, and the 
Trust Territories of the Pacific Islands. 

Listed chemical means any List I 
chemical or List II chemical. 

List I chemical means a chemical spe-
cifically designated by the Adminis-
trator in § 1310.02(a) of this chapter 
that, in addition to legitimate uses, is 
used in manufacturing a controlled 
substance in violation of the Act and is 
important to the manufacture of a con-
trolled substance. 

List II chemical means a chemical, 
other than a List I chemical, specifi-
cally designated by the Administrator 
in § 1310.02(b) of this chapter that, in 
addition to legitimate uses, is used in 
manufacturing a controlled substance 
in violation of the Act. 

Mobile retail vendor means a person or 
entity that makes sales at retail from 
a stand that is intended to be tem-
porary or is capable of being moved 
from one location to another, whether 
the stand is located within or on the 
premises of a fixed facility (such as a 
kiosk at a shopping center or an air-
port) or whether the stand is located 

on unimproved real estate (such as a 
lot or field leased for retail purposes). 

Name means the official name, com-
mon or usual name, chemical name, or 
brand name of a substance. 

Person includes any individual, cor-
poration, government or governmental 
subdivision or agency, business trust, 
partnership, association, or other legal 
entity. 

Readily retrievable means that certain 
records are kept by automatic data 
processing systems or other electronic 
or mechanized recordkeeping systems 
in such a manner that they can be sep-
arated out from all other records in a 
reasonable time and/or records are kept 
on which certain items are asterisked, 
redlined, or in some other manner vis-
ually identifiable apart from other 
items appearing on the records. 

Register and registration refer only to 
registration required and permitted by 
sections 303 or 1007 of the Act (21 U.S.C. 
823 or 957). 

Registrant means any person who is 
registered pursuant to either section 
303 or section 1008 of the Act (21 U.S.C. 
823 or 958). 

Regular customer means a person with 
whom the regulated person has an es-
tablished business relationship for a 
specified listed chemical or chemicals 
that has been reported to the Adminis-
tration subject to the criteria estab-
lished in part 1313 of this chapter. 

Regular importer means, with respect 
to a listed chemical, a person that has 
an established record as an importer of 
that listed chemical that is reported to 
the Administrator. 

Regulated person means any indi-
vidual, corporation, partnership, asso-
ciation, or other legal entity who man-
ufactures, distributes, imports, or ex-
ports a listed chemical, a tableting ma-
chine, or an encapsulating machine, or 
who acts as a broker or trader for an 
international transaction involving a 
listed chemical, tableting machine, or 
encapsulating machine. 

Regulated seller means a retail dis-
tributor (including a pharmacy or a 
mobile retail vendor), except that the 
term does not include an employee or 
agent of the distributor. 

Regulated transaction means: 
(1) A distribution, receipt, sale, im-

portation, or exportation of a listed 

VerDate Mar<15>2010 14:42 May 17, 2012 Jkt 226075 PO 00000 Frm 00022 Fmt 8010 Sfmt 8010 Y:\SGML\226075.XXX 226075pm
an

gr
um

 o
n 

D
S

K
3V

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



13 

Drug Enforcement Administration, Justice § 1300.02 

chemical, or an international trans-
action involving shipment of a listed 
chemical, or if the Administrator es-
tablishes a threshold amount for a spe-
cific listed chemical, a threshold 
amount as determined by the Adminis-
trator, which includes a cumulative 
threshold amount for multiple trans-
actions, of a listed chemical, except 
that such term does not include: 

(i) A domestic lawful distribution in 
the usual course of business between 
agents or employees of a single regu-
lated person; in this context, agents or 
employees means individuals under the 
direct management and control of the 
regulated person; 

(ii) A delivery of a listed chemical to 
or by a common or contract carrier for 
carriage in the lawful and usual course 
of the business of the common or con-
tract carrier, or to or by a warehouse-
man for storage in the lawful and usual 
course of the business of the ware-
houseman, except that if the carriage 
or storage is in connection with the 
distribution, importation, or expor-
tation of a listed chemical to a third 
person, this paragraph does not relieve 
a distributor, importer, or exporter 
from compliance with parts 1309, 1310, 
1313, and 1315 of this chapter; 

(iii) Any category of transaction or 
any category of transaction for a spe-
cific listed chemical or chemicals spec-
ified by regulation of the Adminis-
trator as excluded from this definition 
as unnecessary for enforcement of the 
Act; 

(iv) Any transaction in a listed chem-
ical that is contained in a drug other 
than a scheduled listed chemical prod-
uct that may be marketed or distrib-
uted lawfully in the United States 
under the Federal Food, Drug, and Cos-
metic Act, subject to paragraph (1)(v) 
of this definition, unless— 

(A) The Administrator has deter-
mined pursuant to the criteria in 
§ 1310.10 of this chapter that the drug or 
group of drugs is being diverted to ob-
tain the listed chemical for use in the 
illicit production of a controlled sub-
stance; and 

(B) The quantity of the listed chem-
ical contained in the drug included in 
the transaction or multiple trans-
actions equals or exceeds the threshold 
established for that chemical; 

(v) Any transaction in a scheduled 
listed chemical product that is a sale 
at retail by a regulated seller or a dis-
tributor required to submit reports 
under § 1310.03(c) of this chapter; or 

(vi) Any transaction in a chemical 
mixture designated in §§ 1310.12 and 
1310.13 of this chapter that the Admin-
istrator has exempted from regulation. 

(2) A distribution, importation, or ex-
portation of a tableting machine or en-
capsulating machine except that such 
term does not include a domestic law-
ful distribution in the usual course of 
business between agents and employees 
of a single regulated person; in this 
context, agents or employees means in-
dividuals under the direct management 
and control of the regulated person. 

Retail distributor means a grocery 
store, general merchandise store, drug 
store, or other entity or person whose 
activities as a distributor relating to 
drug products containing 
pseudoephedrine or phenylpropanola-
mine are limited almost exclusively to 
sales for personal use, both in number 
of sales and volume of sales, either di-
rectly to walk-in customers or in face- 
to-face transactions by direct sales. 
Also for the purposes of this paragraph, 
a ‘‘grocery store’’ is an entity within 
Standard Industrial Classification 
(SIC) code 5411, a ‘‘general merchandise 
store’’ is an entity within SIC codes 
5300 through 5399 and 5499, and a ‘‘drug 
store’’ is an entity within SIC code 
5912. 

Scheduled listed chemical product 
means: 

(1) A product that contains ephed-
rine, pseudoephedrine, or phenyl-
propanolamine and may be marketed 
or distributed lawfully in the United 
States under the Federal Food, Drug, 
and Cosmetic Act as a nonprescription 
drug. Ephedrine, pseudoephedrine, and 
phenylpropanolamine include their 
salts, optical isomers, and salts of opti-
cal isomers. 

(2) Scheduled listed chemical product 
does not include any product that is a 
controlled substance under part 1308 of 
this chapter. In the absence of such 
scheduling by the Attorney General, a 
chemical specified in paragraph (1) of 
this definition may not be considered 
to be a controlled substance. 
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Tableting machine means any manual, 
semi-automatic, or fully automatic 
equipment which may be used for the 
compaction or molding of powdered or 
granular solids, or semi-solid material, 
to produce coherent solid tablets. 

Valid prescription means a prescrip-
tion that is issued for a legitimate 
medical purpose by an individual prac-
titioner licensed by law to administer 
and prescribe the drugs concerned and 
acting in the usual course of the prac-
titioner’s professional practice. 

[75 FR 16304, Mar. 31, 2010, as amended at 77 
FR 4233, Jan. 27, 2012] 

§ 1300.04 Definitions relating to the 
dispensing of controlled substances 
by means of the Internet. 

(a) Any term not defined in this part 
or elsewhere in this chapter shall have 
the definition set forth in sections 102 
and 309 of the Act (21 U.S.C. 802, 829). 

(b) The term covering practitioner 
means, with respect to a patient, a 
practitioner who conducts a medical 
evaluation (other than an in-person 
medical evaluation) at the request of a 
practitioner who: 

(1) Has conducted at least one in-per-
son medical evaluation of the patient 
or an evaluation of the patient through 
the practice of telemedicine, within 
the previous 24 months; and 

(2) Is temporarily unavailable to con-
duct the evaluation of the patient. 

(c) The term deliver, distribute, or dis-
pense by means of the Internet refers, re-
spectively, to any delivery, distribu-
tion, or dispensing of a controlled sub-
stance that is caused or facilitated by 
means of the Internet. 

(d) The term filling new prescriptions 
for controlled substances in Schedule III, 
IV, or V means filling a prescription for 
an individual for a controlled sub-
stance in Schedule III, IV, or V, if: 

(1) The pharmacy dispensing that 
prescription has previously dispensed 
to the patient a controlled substance 
other than by means of the Internet 
and pursuant to the valid prescription 
of a practitioner that meets the appli-
cable requirements of subsections (b) 
and (c) of section 309 of the Act (21 
U.S.C. 829) and §§ 1306.21 and 1306.22 of 
this chapter (for purposes of this defi-
nition, such a prescription shall be re-

ferred to as the ‘‘original prescrip-
tion’’); 

(2) The pharmacy contacts the prac-
titioner who issued the original pre-
scription at the request of that indi-
vidual to determine whether the prac-
titioner will authorize the issuance of a 
new prescription for that individual for 
the controlled substance described in 
paragraph (d)(1) of this section (i.e., the 
same controlled substance as described 
in paragraph (d)(1)); and 

(3) The practitioner, acting in the 
usual course of professional practice, 
determines there is a legitimate med-
ical purpose for the issuance of the new 
prescription. 

(e) The term homepage means the 
opening or main page or screen of the 
Web site of an online pharmacy that is 
viewable on the Internet. 

(f) The term in-person medical evalua-
tion means a medical evaluation that is 
conducted with the patient in the phys-
ical presence of the practitioner, with-
out regard to whether portions of the 
evaluation are conducted by other 
health professionals. Nothing in this 
paragraph shall be construed to imply 
that one in-person medical evaluation 
demonstrates that a prescription has 
been issued for a legitimate medical 
purpose within the usual course of pro-
fessional practice. 

(g) The term Internet means collec-
tively the myriad of computer and 
telecommunications facilities, includ-
ing equipment and operating software, 
which comprise the interconnected 
worldwide network of networks that 
employ the Transmission Control Pro-
tocol/Internet Protocol, or any prede-
cessor or successor protocol to such 
protocol, to communicate information 
of all kinds by wire or radio. 

(h) The term online pharmacy means a 
person, entity, or Internet site, wheth-
er in the United States or abroad, that 
knowingly or intentionally delivers, 
distributes, or dispenses, or offers or 
attempts to deliver, distribute, or dis-
pense, a controlled substance by means 
of the Internet. The term includes, but 
is not limited to, a pharmacy that has 
obtained a modification of its registra-
tion pursuant to §§ 1301.13 and 1301.19 of 
this chapter that currently authorizes 
it to dispense controlled substances by 
means of the Internet, regardless of 
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