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that the distributing registrant oper-
ating the facility has submitted writ-
ten notice of intent to operate the fa-
cility by registered mail, return re-
ceipt requested (or other suitable 
means of documented delivery) and 
such notice has been approved. The no-
tice shall be submitted to the Special 
Agent in Charge of the Administra-
tion’s offices in both the area in which 
the facility is located and each area in 
which the distributing registrant main-
tains a registered location that will 
transfer controlled substances through 
the facility. The notice shall detail the 
registered locations that will utilize 
the facility, the location of the facil-
ity, the hours of operation, the indi-
vidual(s) responsible for the controlled 
substances, the security and record-
keeping procedures that will be em-
ployed, and whether controlled sub-
stances returns will be processed 
through the facility. The notice must 
also detail what state licensing re-
quirements apply to the facility and 
the registrant’s actions to comply with 
any such requirements. The Special 
Agent in Charge of the DEA Office in 
the area where the freight forwarding 
facility will be operated will provide 
written notice of approval or dis-
approval to the person within thirty 
days after confirmed receipt of the no-
tice. Registrants that are currently op-
erating freight forwarding facilities 
under a memorandum of understanding 
with the Administration must provide 
notice as required by this section no 
later than September 18, 2000 and re-
ceive written approval from the Spe-
cial Agent in Charge of the DEA Office 
in the area in which the freight for-
warding facility is operated in order to 
continue operation of the facility. 

[62 FR 13945, Mar. 24, 1997, as amended at 65 
FR 44678, July 19, 2000; 65 FR 45829, July 25, 
2000; 71 FR 69480, Dec. 1, 2006; 81 FR 97019, 
Dec. 30, 2016] 

§ 1301.13 Application for registration; 
time for application; expiration 
date; registration for independent 
activities; application forms, fees, 
contents and signature; coincident 
activities. 

(a) Any person who is required to be 
registered and who is not so registered 
may apply for registration at any time. 
No person required to be registered 

shall engage in any activity for which 
registration is required until the appli-
cation for registration is granted and a 
Certificate of Registration is issued by 
the Administrator to such person. 

(b) Any person who is registered may 
apply to be reregistered not more than 
60 days before the expiration date of 
his/her registration, except that a bulk 
manufacturer of Schedule I or II con-
trolled substances or an importer of 
Schedule I or II controlled substances 
may apply to be reregistered no more 
than 120 days before the expiration 
date of their registration. 

(c) At the time a manufacturer, dis-
tributor, reverse distributor, re-
searcher, analytical lab, importer, ex-
porter or narcotic treatment program 
is first registered, that business activ-
ity shall be assigned to one of twelve 
groups, which shall correspond to the 
months of the year. The expiration 
date of the registrations of all reg-
istrants within any group will be the 
last date of the month designated for 
that group. In assigning any of these 
business activities to a group, the Ad-
ministration may select a group the 
expiration date of which is less than 
one year from the date such business 
activity was registered. If the business 
activity is assigned to a group which 
has an expiration date less than three 
months from the date of which the 
business activity is registered, the reg-
istration shall not expire until one 
year from that expiration date; in all 
other cases, the registration shall ex-
pire on the expiration date following 
the date on which the business activity 
is registered. 

(d) At the time a retail pharmacy, 
hospital/clinic, practitioner or teach-
ing institution is first registered, that 
business activity shall be assigned to 
one of twelve groups, which shall cor-
respond to the months of the year. The 
expiration date of the registrations of 
all registrants within any group will be 
the last day of the month designated 
for that group. In assigning any of the 
above business activities to a group, 
the Administration may select a group 
the expiration date of which is not less 
than 28 months nor more than 39 
months from the date such business ac-
tivity was registered. After the initial 
registration period, the registration 

VerDate Sep<11>2014 11:53 Jul 31, 2023 Jkt 259079 PO 00000 Frm 00036 Fmt 8010 Sfmt 8010 Y:\SGML\259079.XXX 259079js
pe

ar
s 

on
 D

S
K

12
1T

N
23

P
R

O
D

 w
ith

 C
F

R



27 

Drug Enforcement Administration, Justice § 1301.13 

shall expire 36 months from the initial 
expiration date. 

(e) Any person who is required to be 
registered and who is not so registered, 
shall make application for registration 
for one of the following groups of con-
trolled substances activities, which are 
deemed to be independent of each 
other. Application for each registration 
shall be made on the indicated form, 
and shall be accompanied by the indi-
cated fee. Fee payments shall be made 
in the form of a personal, certified, or 
cashier’s check or money order made 
payable to the ‘‘Drug Enforcement Ad-
ministration’’. Generally, the applica-
tion fees are not refundable; however, 
they may be issued in limited cir-
cumstances at the discretion of the Ad-
ministrator. These circumstances in-
clude: Applicant error, such as dupli-
cate payments, payment for incorrect 
business activities, or payments made 
by persons who are exempt under this 
section from application or renewal 
fees; DEA error; and death of a reg-
istrant within the first year of the 
three-year registration cycle. Any per-
son, when registered to engage in the 

activities described in each subpara-
graph in this paragraph, shall be au-
thorized to engage in the coincident ac-
tivities described without obtaining a 
registration to engage in such coinci-
dent activities, provided that, unless 
specifically exempted, he/she complies 
with all requirements and duties pre-
scribed by law for persons registered to 
engage in such coincident activities. 
Any person who engages in more than 
one group of independent activities 
shall obtain a separate registration for 
each group of activities, except as pro-
vided in this paragraph under coinci-
dent activities. A single registration to 
engage in any group of independent ac-
tivities listed below may include one or 
more controlled substances listed in 
the schedules authorized in that group 
of independent activities. A person reg-
istered to conduct research with con-
trolled substances listed in Schedule I 
may conduct research with any sub-
stances listed in Schedule I for which 
he/she has filed and had approved a re-
search protocol. 

(1) 

SUMMARY OF REGISTRATION REQUIREMENTS AND LIMITATIONS 

Business activ-
ity 

Controlled sub-
stances 

DEA applica-
tion forms 

Application 
fee 
($) 

Registra-
tion period 

(years) 
Coincident activities allowed 

(i) Manufac-
turing.

Schedules I –V New—225 ......
Renewal— 

225a.

3,699 1 Schedules I–V: May distribute 
that substance or class for 
which registration was 
issued; may not distribute 
or dispose any substance 
or class for which not reg-
istered. 

Schedules II–V: May conduct 
chemical analysis and pre-
clinical research (including 
quality control analysis) with 
substances listed in those 
schedules for which author-
ization as a mfr. was 
issued. 

(ii) Distributing Schedules I–V New—225 ......
Renewal— 

225a.

1,850 1 May acquire Schedules II–V 
controlled substances from 
collectors for the purposes 
of destruction. 

(iii) Reverse 
distributing.

Schedules I–V New—225 ......
Renewal— 

225a.

1,850 1 
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SUMMARY OF REGISTRATION REQUIREMENTS AND LIMITATIONS—Continued 

Business activ-
ity 

Controlled sub-
stances 

DEA applica-
tion forms 

Application 
fee 
($) 

Registra-
tion period 

(years) 
Coincident activities allowed 

(iv) Dispensing 
or instructing 
(includes 
Practitioner, 
Hospital/Clin-
ic, Retail 
Pharmacy, 
Online Phar-
macy, Cen-
tral Fill Phar-
macy, 
Teaching In-
stitution).

Schedules II–V New—224 Re-
newal—224a 
Online Phar-
macy—224c.

888 3 May conduct research and in-
structional activities with 
those controlled substances 
for which registration was 
granted, except that a mid- 
level practitioner may con-
duct such research only to 
the extent expressly author-
ized under State statute. A 
pharmacist may manufac-
turer an aqueous or oleagi-
nous solution solid dosage 
form containing a narcotic 
controlled substance in 
Schedule II–V in a propor-
tion not exceeding 20% of 
the complete solution, com-
pound or mixture. A retail 
pharmacy may perform 
central fill pharmacy activi-
ties. An online pharmacy 
may perform activities of re-
tail pharmacy, as well as 
online pharmacy activities. 

(v) Research ... Schedule I ...... New—225 ......
Renewal— 

225a.

296 1 A researcher may manufac-
ture or import the basic 
class of substance or sub-
stances for which registra-
tion was issued, provided 
that such manufacture or 
import is set forth in the 
protocol required in 
§ 1301.18 and to distribute 
such class to persons reg-
istered or authorized to 
conduct research with such 
class of substance or reg-
istered or authorized to 
conduct chemical analysis 
with controlled substances. 
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SUMMARY OF REGISTRATION REQUIREMENTS AND LIMITATIONS—Continued 

Business activ-
ity 

Controlled sub-
stances 

DEA applica-
tion forms 

Application 
fee 
($) 

Registra-
tion period 

(years) 
Coincident activities allowed 

(vi) Research .. Schedules II–V New—225 ......
Renewal— 

225a.

296 1 May conduct chemical anal-
ysis with controlled sub-
stances in those schedules 
for which registration was 
issued; manufacture such 
substances if and to the ex-
tent that such manufacture 
is set forth in a statement 
filed with the application for 
registration or reregistration 
and provided that the man-
ufacture is not for the pur-
poses of dosage form de-
velopment; import such 
substances for research 
purposes; distribute such 
substances to persons reg-
istered or authorized to 
conduct chemical analysis, 
instructional activities or re-
search with such sub-
stances, and to persons ex-
empted from registration 
pursuant to § 1301.24; and 
conduct instructional activi-
ties with controlled sub-
stances. 

(vii) Narcotic 
Treatment 
Program (in-
cluding 
compounder).

Narcotic Drugs 
in Schedules 
II–V.

New–363 ........
Renewal–363a 

296 1 May operate one or more mo-
bile narcotic treatment pro-
grams as defined under 
§ 1300.01(b), provided ap-
proval has been obtained 
under § 1301.13(e)(4). 

(viii) Importing Schedules I–V New—225 ......
Renewal— 

225a.

1,850 1 May distribute that substance 
or class for which registra-
tion was issued; may not 
distribute any substance or 
class for which not reg-
istered. 

(ix) Exporting .. Schedules I–V New—225 ......
Renewal— 

225a.

1,850 1 
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SUMMARY OF REGISTRATION REQUIREMENTS AND LIMITATIONS—Continued 

Business activ-
ity 

Controlled sub-
stances 

DEA applica-
tion forms 

Application 
fee 
($) 

Registra-
tion period 

(years) 
Coincident activities allowed 

(x) Chemical 
Analysis.

Schedules I–V New—225 ......
Renewal— 

225a.

296 1 May manufacture and import 
controlled substances for 
analytical or instructional 
activities; may distribute 
such substances to persons 
registered or authorized to 
conduct chemical analysis, 
instructional activities, or re-
search with such sub-
stances and to persons ex-
empted from registration 
pursuant to § 1301.24; may 
export such substances to 
persons in other countries 
performing chemical anal-
ysis or enforcing laws re-
lated to controlled sub-
stances or drugs in those 
countries; and may conduct 
instructional activities with 
controlled substances. 

(2) DEA Forms 224, 225, and 363 may 
be obtained online at 
www.DEAdiversion.usdoj.gov. Only ap-
plications submitted online through 
the secure application portal on DEA’s 
website will be accepted for processing. 

(3) DEA will send renewal notifica-
tions via email to registrants approxi-
mately 60 calendar days prior to their 
registration expiration date. Reg-
istrants are responsible for maintain-
ing a current email address in applica-
tion portal on DEA’s website. DEA 
Forms 224a, 225a, and 363a may be ob-
tained online at 
www.DEAdiversion.usdoj.gov. Only re-
newal applications submitted online 
through the secure application portal 
on DEA’s website will be accepted for 
processing. 

(4) For any narcotic treatment pro-
gram (NTP) intending to operate a mo-
bile NTP, the registrant must notify 
the local DEA office, in writing, of its 
intent to do so, and the NTP must re-
ceive explicit written approval from 
the local DEA office prior to operating 
the mobile NTP. The mobile NTP may 
only operate in the same State in 
which the NTP is registered. 

(i) Registrants are not required to ob-
tain a separate registration for convey-
ances (mobile components) utilized by 

the registrant to transport controlled 
substances away from registered loca-
tions for dispensing at unregistered lo-
cations as part of a mobile NTP. Vehi-
cles must possess valid county/city and 
State information (e.g., a vehicle infor-
mation number (license plate number) 
on file at the registered location of the 
NTP. Registrants are also required to 
provide proper city/county and State 
licensing and registration to DEA at 
the time of inspection, and prior to 
transporting controlled substances 
away from their registered location. 

(ii) A mobile NTP is not permitted to 
reverse distribute, share, or transfer 
controlled substances from one mobile 
component to another mobile compo-
nent while deployed away from the reg-
istered location. NTPs with mobile 
components are not allowed to modify 
their registrations to authorize their 
mobile components to act as collectors 
under 21 CFR 1301.51 and 1317.40. Mobile 
components of NTPs may not function 
as hospitals, long-term care facilities, 
or emergency medical service vehicles, 
and will not transport patients. 

(iii) A mobile NTP may operate at 
any remote location or locations with-
in the same State as its registered lo-
cation, including correctional facili-
ties, so long as doing so is otherwise 
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consistent with applicable Federal, 
State, tribal, and local laws and regu-
lations, and so long as the local DEA 
office, when notified pursuant to this 
section, does not otherwise direct. 

(f) Each application for registration 
to handle any basic class of controlled 
substance listed in Schedule I (except 
to conduct chemical analysis with such 
classes), and each application for reg-
istration to manufacture a basic class 
of controlled substance listed in Sched-
ule II shall include the Administration 
Controlled Substances Code Number, as 
set forth in part 1308 of this chapter, 
for each basic class to be covered by 
such registration. 

(g) Each application for registration 
to import or export controlled sub-
stances shall include the Administra-
tion Controlled Substances Code Num-
ber, as set forth in part 1308 of this 
chapter, for each controlled substance 
whose importation or exportation is to 
be authorized by such registration. 
Registration as an importer or ex-
porter shall not entitle a registrant to 
import or export any controlled sub-
stance not specified in such registra-
tion. 

(h) Each application for registration 
to conduct research with any basic 
class of controlled substance listed in 
Schedule II shall include the Adminis-
tration Controlled Substances Code 
Number, as set forth in part 1308 of this 
chapter, for each such basic class to be 
manufactured or imported as a coinci-
dent activity of that registration. A 
statement listing the quantity of each 
such basic class of controlled substance 
to be imported or manufactured during 
the registration period for which appli-
cation is being made shall be included 
with each such application. For pur-
poses of this paragraph only, manufac-
turing is defined as the production of a 
controlled substance by synthesis, ex-
traction or by agricultural/horti-
cultural means. 

(i) Each application shall include all 
information called for in the form, un-
less the item is not applicable, in 
which case this fact shall be indicated. 

(j) Each application, attachment, or 
other document filed as part of an ap-
plication, shall be signed by the appli-
cant, if an individual; by a partner of 
the applicant, if a partnership; or by an 

officer of the applicant, if a corpora-
tion, corporate division, association, 
trust or other entity. An applicant may 
authorize one or more individuals, who 
would not otherwise be authorized to 
do so, to sign applications for the ap-
plicant by filing with the Registration 
Unit of the Administration a power of 
attorney for each such individual. The 
power of attorney shall be signed by a 
person who is authorized to sign appli-
cations under this paragraph and shall 
contain the signature of the individual 
being authorized to sign applications. 
The power of attorney shall be valid 
until revoked by the applicant. 

[62 FR 13946, Mar. 24, 1997, as amended at 68 
FR 37409, June 24, 2003; 68 FR 41228, July 11, 
2003; 68 FR 58598, Oct. 10, 2003; 71 FR 51112, 
Aug. 29, 2006; 74 FR 15622, Apr. 6, 2009; 75 FR 
10676, Mar. 9, 2010; 77 FR 15248, Mar. 15, 2012; 
79 FR 53560, Sept. 9, 2014; 85 FR 44732, July 24, 
2020; 85 FR 61601, Sept. 30, 2020; 85 FR 67278, 
Oct. 22, 2020; 86 FR 33883, June 28, 2021; 87 FR 
21022, Apr. 11, 2022] 

§ 1301.14 Filing of application; accept-
ance for filing; defective applica-
tions. 

(a) All applications for registration 
shall be submitted for filing online 
using the secure application portal at 
www.DEAdiversion.usdoj.gov. 

(b) Application submitted for filing 
are dated by the system upon receipt. 
If found to be complete, the application 
will be accepted for filing. Applications 
failing to comply with the require-
ments of this part will be rejected by 
the system, with the applicate receiv-
ing error messages at the time of appli-
cation. 

(c) Accepting an application for filing 
does not preclude any subsequent re-
quest for additional information pursu-
ant to § 1301.15 and has no bearing on 
whether the application will be grant-
ed. 

[62 FR 13948, Mar. 24, 1997, as amended at 75 
FR 10676, Mar. 9, 2010; 87 FR 21022, Apr. 11, 
2022] 

§ 1301.15 Additional information. 
The Administrator may require an 

applicant to submit such documents or 
written statements of fact relevant to 
the application as he/she deems nec-
essary to determine whether the appli-
cation should be granted. The failure of 
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