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posting the names of each affiliated in-
dividual practitioner, it posts its name 
(as it appears on its Certificate of Reg-
istration) in a visible and clear manner 
on its homepage and in a manner that 
identifies itself as being responsible for 
the operation of the Web site. 

[74 FR 15623, Apr. 6, 2009] 

§ 1304.55 Reports by online phar-
macies. 

(a) Each online pharmacy shall re-
port to the Administrator the total 
quantity of each controlled substance 
that the pharmacy has dispensed each 
calendar month. The report must in-
clude the total quantity of such dis-
pensing by any means, regardless of 
whether the controlled substances are 
dispensed by means of the Internet. 
Thus, such reporting shall include all 
controlled substances dispensed via 
Internet transactions, mail-order 
transactions, face-to-face transactions, 
or any other means. However, the phar-
macy is not required to describe in its 
report to the Administrator such 
means of dispensing. Such reporting is 
required for every calendar month in 
which the total quantity of controlled 
substances dispensed by the pharmacy 
meets or exceeds one of the following 
thresholds: 

(1) 100 or more prescriptions for con-
trolled substances filled; or 

(2) 5,000 or more dosage units dis-
pensed of all controlled substances 
combined. 

(b) Each online pharmacy shall re-
port a negative response if, during a 
given calendar month, its total dis-
pensing of controlled substances falls 
below both of the thresholds in para-
graph (a) of this section. 

(c) The reporting requirements of 
this section apply to every pharmacy 
that, at any time during a calendar 
month, holds a modified registration 
authorizing it to operate as an online 
pharmacy, regardless of whether the 
online pharmacy dispenses any con-
trolled substances by means of the 
Internet during the month. 

(d) Reports will be submitted to DEA 
electronically via online reporting, 
electronic file upload, or other means 
as approved by DEA. 

(e) Reports shall be filed every month 
not later than the fifteenth day of the 

month succeeding the month for which 
they are submitted. 

(f) An online pharmacy filing a report 
under paragraph (a) of this section 
shall utilize the National Drug Code 
number assigned to the product under 
the National Drug Code System of the 
Food and Drug Administration, and in-
dicate the total number of dosage units 
dispensed for each such National Drug 
Code number. 

(g) Records required to be kept under 
this section must be kept by the reg-
istrant for at least two years from the 
date of such records. The information 
shall be readily retrievable from the 
ordinary business records of the reg-
istrant and available for inspection and 
copying by authorized employees of the 
Administration. 

[74 FR 15623, Apr. 6, 2009] 

PART 1305—ORDERS FOR SCHED-
ULE I AND II CONTROLLED SUB-
STANCES 

Subpart A—General Requirements 

Sec. 
1305.01 Scope of part 1305. 
1305.02 Definitions. 
1305.03 Distributions requiring a Form 222 

or digitally signed electronic order. 
1305.04 Persons entitled to order Schedule I 

and II controlled substances. 
1305.05 Power of attorney. 
1305.06 Persons entitled to fill orders for 

Schedule I and II controlled substances. 
1305.07 Special procedure for filling certain 

orders. 

Subpart B—DEA Form 222 

1305.11 Procedure for obtaining DEA Forms 
222. 

1305.12 Procedure for executing DEA Forms 
222. 

1305.13 Procedure for filling DEA Forms 222. 
1305.14 Procedure for endorsing DEA Forms 

222. 
1305.15 Unaccepted and defective DEA 

Forms 222. 
1305.16 Lost and stolen DEA Forms 222. 
1305.17 Preservation of DEA Forms 222. 
1305.18 Return of unused DEA Forms 222. 
1305.19 Cancellation and voiding of DEA 

Forms 222. 

Subpart C—Electronic Orders 

1305.20 Transition provisions allowing con-
tinued use of existing stocks of triplicate 
DEA Forms 222. 
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1305.21 Requirements for electronic orders. 
1305.22 Procedure for filling electronic or-

ders. 
1305.23 Endorsing electronic orders. 
1305.24 Central processing of orders. 
1305.25 Unaccepted and defective electronic 

orders. 
1305.26 Lost electronic orders. 
1305.27 Preservation of electronic orders. 
1305.28 Canceling and voiding electronic or-

ders. 
1305.29 Reporting to DEA. 

AUTHORITY: 21 U.S.C. 821, 828, 871(b), unless 
otherwise noted. 

SOURCE: 70 FR 16911, Apr. 1, 2005, unless 
otherwise noted. 

Subpart A—General Requirements 
§ 1305.01 Scope of part 1305. 

Procedures governing the issuance, 
use, and preservation of orders for 
Schedule I and II controlled substances 
are set forth generally by section 308 of 
the Act (21 U.S.C. 828) and specifically 
by the sections of this part. 

§ 1305.02 Definitions. 
Any term contained in this part shall 

have the definition set forth in the Act 
or part 1300 of this chapter. 

§ 1305.03 Distributions requiring a 
Form 222 or a digitally signed elec-
tronic order. 

Either a DEA Form 222 or its elec-
tronic equivalent as set forth in sub-
part C of this part and Part 1311 of this 
chapter is required for each distribu-
tion of a Schedule I or II controlled 
substance except for the following: 

(a) Distributions to persons exempted 
from registration under Part 1301 of 
this chapter. 

(b) Exports from the United States 
that conform with the requirements of 
the Act. 

(c) Deliveries to a registered analyt-
ical laboratory or its agent approved 
by DEA. 

(d) Delivery from a central fill phar-
macy, as defined in § 1300.01 of this 
chapter, to a retail pharmacy. 

(e) Deliveries to an authorized DEA 
registrant by an ultimate user, a long- 
term care facility on behalf of an ulti-
mate user who resides or has resided at 
that facility, or a person authorized to 
dispose of the ultimate user decedent’s 
property. 

(f) Distributions to reverse distribu-
tors and distributors by collectors and 
law enforcement pursuant to § 1317.55 of 
this chapter. 

(g) Deliveries of controlled sub-
stances from ultimate users for the 
purpose of recalls pursuant to § 1317.85 
of this chapter. 

[70 FR 16911, Apr. 1, 2005, as amended at 77 
FR 4235, Jan. 27, 2012; 79 FR 53564, Sept. 9, 
2014] 

§ 1305.04 Persons entitled to order 
Schedule I and II controlled sub-
stances. 

(a) Only persons who are registered 
with DEA under section 303 of the Act 
(21 U.S.C. 823) to handle Schedule I or 
II controlled substances, and persons 
who are registered with DEA under sec-
tion 1008 of the Act (21 U.S.C. 958) to 
export these substances may obtain 
and use DEA Form 222 (order forms) or 
issue electronic orders for these sub-
stances. Persons not registered to han-
dle Schedule I or II controlled sub-
stances and persons registered only to 
import controlled substances are not 
entitled to obtain Form 222 or issue 
electronic orders for these substances. 

(b) An order for Schedule I or II con-
trolled substances may be executed 
only on behalf of the registrant named 
on the order and only if his or her reg-
istration for the substances being pur-
chased has not expired or been revoked 
or suspended. 

§ 1305.05 Power of attorney. 
(a) A registrant may authorize one or 

more individuals, whether or not lo-
cated at his or her registered location, 
to issue orders for Schedule I and II 
controlled substances on the reg-
istrant’s behalf by executing a power of 
attorney for each such individual, if 
the power of attorney is retained in the 
files, with executed Forms 222 where 
applicable, for the same period as any 
order bearing the signature of the at-
torney. The power of attorney must be 
available for inspection together with 
other order records. 

(b) A registrant may revoke any 
power of attorney at any time by exe-
cuting a notice of revocation. 

(c) The power of attorney and notice 
of revocation must be similar to the 
following format: 
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Power of Attorney for DEA Forms 222 
and Electronic Orders 

llllllllllllllllllllllll

(Name of registrant) 
llllllllllllllllllllllll

(Address of registrant) 
llllllllllllllllllllllll

(DEA registration number) 

I, ____________ (name of person grant-
ing power), the undersigned, who am 
authorized to sign the current applica-
tion for registration of the above- 
named registrant under the Controlled 
Substances Act or Controlled Sub-
stances Import and Export Act, have 
made, constituted, and appointed, and 
by these presents, do make, constitute, 
and appoint ____ (name of attorney-in- 
fact), my true and lawful attorney for 
me in my name, place, and stead, to 
execute applications for Forms 222 and 
to sign orders for Schedule I and II con-
trolled substances, whether these or-
ders be on Form 222 or electronic, in 
accordance with 21 U.S.C. 828 and Part 
1305 of Title 21 of the Code of Federal 
Regulations. I hereby ratify and con-
firm all that said attorney must law-
fully do or cause to be done by virtue 
hereof. 
llllllllllllllllllllllll

(Signature of person granting power) 

I, ____________ (name of attorney-in- 
fact), hereby affirm that I am the per-
son named herein as attorney-in-fact 
and that the signature affixed hereto is 
my signature. 
(signature of attorney-in-fact) 

Witnesses: 
1. _____________ 
2. _____________ 

Signed and dated on the ____ day of 
____, (year), at ___________________ . 

Notice of Revocation 

The foregoing power of attorney is 
hereby revoked by the undersigned, 
who is authorized to sign the current 
application for registration of the 
above-named registrant under the Con-
trolled Substances Act or the Con-
trolled Substances Import and Export 
Act. Written notice of this revocation 
has been given to the attorney-in-fact 
_______________ this same day. 
llllllllllllllllllllllll

(Signature of person revoking power) 

Witnesses: 

1. ______ ________ 
2. ______ ________ 

Signed and dated on the ____ day of ____, 
(year), at _____?_________. 

(d) A power of attorney must be exe-
cuted by: 

(1) The registrant, if an individual; a 
partner of the registrant, if a partner-
ship; or an officer of the registrant, if 
a corporation, corporate division, asso-
ciation, trust or other entity; 

(2) The person to whom the power of 
attorney is being granted; and 

(3) Two witnesses. 
(e) A power of attorney must be re-

voked by the person who signed the 
most recent application for DEA reg-
istration or reregistration, and two 
witnesses. 

(f) A power of attorney executed 
under this section may be signed elec-
tronically, by any or all of the persons 
required to sign. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51374, Sept. 30, 2019] 

§ 1305.06 Persons entitled to fill orders 
for Schedule I and II controlled 
substances. 

An order for Schedule I and II con-
trolled substances, whether on a DEA 
Form 222 or an electronic order, may 
be filled only by a person registered 
with DEA as a manufacturer or dis-
tributor of controlled substances listed 
in Schedule I or II pursuant to section 
303 of the Act (21 U.S.C. 823) or as an 
importer of such substances pursuant 
to section 1008 of the Act (21 U.S.C. 
958), except for the following: 

(a) A person registered with DEA to 
dispense the substances, or to export 
the substances, if he/she is dis-
continuing business or if his/her reg-
istration is expiring without rereg-
istration, may dispose of any Schedule 
I or II controlled substances in his/her 
possession with a DEA Form 222 or an 
electronic order in accordance with 
§ 1301.52 of this chapter. 

(b) A purchaser who has obtained any 
Schedule I or II controlled substance 
by either a DEA Form 222 or an elec-
tronic order may return the substance 
to the supplier of the substance with 
either a DEA Form 222 or an electronic 
order from the supplier. 
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(c) A person registered to dispense 
Schedule II substances may distribute 
the substances to another dispenser 
with either a DEA Form 222 or an elec-
tronic order only in the circumstances 
described in § 1307.11 of this chapter. 

(d) A person registered or authorized 
to conduct chemical analysis or re-
search with controlled substances may 
distribute a Schedule I or II controlled 
substance to another person registered 
or authorized to conduct chemical 
analysis, instructional activities, or re-
search with the substances with either 
a DEA Form 222 or an electronic order, 
if the distribution is for the purpose of 
furthering the chemical analysis, in-
structional activities, or research. 

(e) A person registered as a 
compounder of narcotic substances for 
use at off-site locations in conjunction 
with a narcotic treatment program at 
the compounding location, who is au-
thorized to handle Schedule II nar-
cotics, is authorized to fill either a 
DEA Form 222 or an electronic order 
for distribution of narcotic drugs to 
off-site narcotic treatment programs 
only. 

§ 1305.07 Special procedure for filling 
certain orders. 

A supplier of thiafentanil, 
carfentanil, etorphine hydrochloride, 
or diprenorphine, if he or she deter-
mines that the purchaser is a veteri-
narian engaged in zoo and exotic ani-
mal practice, wildlife management pro-
grams, or research, and is authorized 
by the Administrator to handle these 
substances, may fill the order in ac-
cordance with the procedures set forth 
in § 1305.17 except that: 

(a) A DEA Form 222 or an electronic 
order for thiafentanil, carfentanil, 
etorphine hydrochloride, and 
diprenorphine must contain only these 
substances in reasonable quantities. 

(b) The substances must be shipped, 
under secure conditions using substan-
tial packaging material with no mark-
ings on the outside that would indicate 
the content, only to the purchaser’s 
registered location. 

[70 FR 16911, Apr. 1, 2005, as amended at 81 
FR 58839, Aug. 26, 2016] 

Subpart B—DEA Form 222 

§ 1305.11 Procedure for obtaining DEA 
Forms 222. 

(a) DEA Forms 222 are issued in mail-
ing envelopes containing a predeter-
mined number of forms based on the 
business activity of the registrant, 
each form consisting of one single- 
sheet. A limit, which is based on the 
business activity of the registrant, will 
be imposed on the number of DEA 
Forms 222 that will be furnished upon a 
requisition for order forms unless addi-
tional forms are specifically requested 
and a reasonable need for such addi-
tional forms is shown. 

(b) Any person with an active reg-
istration that is authorized to order 
schedule I and II controlled substances 
is entitled to obtain a DEA Form 222, 
which will be supplied at any time 
after the DEA registration is granted. 
Any person holding a registration au-
thorizing the person to obtain a DEA 
Form 222 may requisition the forms 
through a DEA secured network con-
nection or by contacting any Division 
Office or the Registration Section of 
the Administration through the cus-
tomer service center. 

(c) Each requisition must show the 
name, address, and registration num-
ber of the registrant and the number of 
DEA Forms 222 desired. 

(d) DEA Forms 222 will have an order 
form number and be issued with the 
name, address and registration number 
of the registrant, the authorized activ-
ity, and schedules of the registrant. 
This information cannot be altered or 
changed by the registrant; the reg-
istrant must report any errors to the 
local Division Office or the Registra-
tion Section of the Administration to 
modify the registration. 

[84 FR 51374, Sept. 30, 2019] 

§ 1305.12 Procedure for executing DEA 
Forms 222. 

(a) A purchaser must prepare and 
execute a DEA Form 222 by use of a 
typewriter, computer printer, pen, or 
indelible pencil. 

(b) Only one item may be entered on 
each numbered line. An item must con-
sist of one or more commercial or bulk 
containers of the same finished or bulk 
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form and quantity of the same sub-
stance. The number of lines completed 
must be noted on that form at the bot-
tom of the form, in the space provided. 
DEA Forms 222 for carfentanil, 
etorphine hydrochloride, and 
diprenorphine must contain only these 
substances. 

(c) The name and address of the sup-
plier from whom the controlled sub-
stances are being ordered must be en-
tered on the form. Only one supplier 
may be listed on any form. The sup-
plier’s DEA registration number may 
be entered by the purchaser or the sup-
plier. 

(d) Each DEA Form 222 must be 
signed and dated by a person author-
ized to sign an application for registra-
tion or a person granted power of at-
torney to sign a Form 222 under 
§ 1305.05. The name of the purchaser, if 
different from the individual signing 
the DEA Form 222, must also be in-
serted in the signature space. 

(e) Unexecuted DEA Forms 222 may 
be kept and may be executed at a loca-
tion other than the registered location 
printed on the form, provided that all 
unexecuted forms are delivered 
promptly to the registered location 
upon an inspection of the location by 
any officer authorized to make inspec-
tions, or to enforce, any Federal, State, 
or local law regarding controlled sub-
stances. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51374, Sept. 30, 2019; 86 FR 38232, July 20, 
2021] 

§ 1305.13 Procedure for filling DEA 
Forms 222. 

(a) A purchaser must make a copy of 
the original DEA Form 222 for its 
records and then submit the original to 
the supplier. The copy retained by the 
purchaser may be in paper or elec-
tronic form. 

(b) A supplier may fill the order, if 
possible and if the supplier desires to 
do so, and must record on the original 
DEA Form 222 its DEA registration 
number (if not previously entered by 
the purchaser) and the number of com-
mercial or bulk containers furnished 
on each item and the date on which 
containers are shipped to the pur-
chaser. If an order cannot be filled in 
its entirety, it may be filled in part 

and the balance supplied by additional 
shipments within 60 days following the 
date of the DEA Form 222. No DEA 
Form 222 is valid more than 60 days 
after its execution by the purchaser, 
except as specified in paragraph (f) of 
this section. 

(c) The controlled substances must be 
shipped only to the purchaser and the 
location printed by the Administration 
on the DEA Form 222, except as speci-
fied in paragraph (f) of this section. 

(d) The supplier must retain the 
original DEA Form 222 for the sup-
plier’s files in accordance with 
§ 1305.17(c). Any supplier who is not re-
quired to report acquisition/disposition 
transactions to the Automation of Re-
ports and Consolidated Orders System 
(ARCOS) under § 1304.33(c) (such as a 
practitioner) must make and submit a 
copy of the original DEA Form 222 to 
DEA, either by mail to the Registra-
tion Section, or by email to 
DEA.Orderforms@usdoj.gov. The copy 
must be forwarded at the close of the 
month during which the order is filled. 
If an order is filled by partial ship-
ments, the copy must be forwarded at 
the close of the month during which 
the final shipment is made or the 60- 
day validity period expires. 

(e) The purchaser must record on its 
copy of the DEA Form 222 the number 
of commercial or bulk containers fur-
nished on each item and the dates on 
which the containers are received by 
the purchaser. 

(f) DEA Forms 222 submitted by reg-
istered procurement officers of the De-
fense Supply Center of the Defense Lo-
gistics Agency for delivery to armed 
services establishments within the 
United States may be shipped to loca-
tions other than the location printed 
on the DEA Form 222, and in partial 
shipments at different times not to ex-
ceed six months from the date of the 
order, as designated by the procure-
ment officer when submitting the 
order. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51374, Sept. 30, 2019; 86 FR 38232, July 20, 
2021] 

§ 1305.14 Procedure for endorsing DEA 
Forms 222. 

(a) A DEA Form 222, made out to any 
supplier who cannot fill all or a part of 
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the order within the time limitation 
set forth in § 1305.13, may be endorsed 
to another supplier for filling. The en-
dorsement must be made only by the 
supplier to whom the DEA Form 222 
was first made, must state (in the 
spaces provided in Part 3 on the origi-
nal DEA Form 222) the DEA number of 
the second supplier, and must be signed 
and dated by a person authorized to ob-
tain and execute DEA Forms 222 on be-
half of the first supplier. The first sup-
plier may not fill any part of an order 
on an endorsed form. The second sup-
plier may fill the order, if possible and 
if the supplier desires to do so, in ac-
cordance with § 1305.13(b), (c), and (d), 
including shipping all substances di-
rectly to the purchaser. 

(b) Distributions made on endorsed 
DEA Forms 222 must be reported by the 
second supplier in the same manner as 
all other distributions. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51375, Sept. 30, 2019] 

§ 1305.15 Unaccepted and defective 
DEA Forms 222. 

(a) A DEA Form 222 must not be 
filled if either of the following apply: 

(1) The order is not complete, legible, 
or properly prepared, executed, or en-
dorsed. 

(2) The order shows any alteration, 
erasure, or change of any description. 

(b) If a DEA Form 222 cannot be filled 
for any reason under this section, the 
supplier must return the original DEA 
Form 222 to the purchaser with a state-
ment as to the reason (e.g., illegible or 
altered). 

(c) A supplier may for any reason 
refuse to accept any order and if a sup-
plier refuses to accept the order, a 
statement that the order is not accept-
ed is sufficient for purposes of this 
paragraph. 

(d) When a purchaser receives an 
unaccepted order, the original DEA 
Form 222 and the statement must be 
retained in the files of the purchaser in 
accordance with § 1305.17. A defective 
DEA Form 222 may not be corrected; it 
must be replaced by a new DEA Form 
222 for the order to be filled. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51375, Sept. 30, 2019] 

§ 1305.16 Lost and stolen DEA Forms 
222. 

(a) If a purchaser ascertains that an 
unfilled DEA Form 222 has been lost, 
the purchaser must execute another 
and attach a statement containing the 
order form number and date of the lost 
form, and stating that the goods cov-
ered by the first DEA Form 222 were 
not received through loss of that DEA 
Form 222. A copy of the second form 
and a copy of the statement must be 
retained with a copy of the DEA Form 
222 first executed. A copy of the state-
ment must be attached to a copy of the 
second DEA Form 222 sent to the sup-
plier. If the first DEA Form 222 is sub-
sequently received by the supplier to 
whom it was directed, the supplier 
must mark upon the face ‘‘Not accept-
ed’’ and return the original DEA Form 
222 to the purchaser, who must attach 
it to the statement. 

(b) Whenever any used or unused 
DEA Forms 222 are stolen or lost (other 
than in the course of transmission) by 
any purchaser or supplier, the pur-
chaser or supplier must immediately 
upon discovery of the theft or loss, re-
port the theft or loss to the Special 
Agent in Charge of the Drug Enforce-
ment Administration in the Divisional 
Office responsible for the area in which 
the registrant is located, stating the 
serial number of each form stolen or 
lost. 

(c) If the theft or loss includes any 
original DEA Forms 222 received from 
purchasers and the supplier is unable 
to state the serial numbers of the DEA 
Forms 222, the supplier must report the 
date or approximate date of receipt and 
the names and addresses of the pur-
chasers. 

(d) If any DEA Forms 222 are lost or 
stolen, and the purchaser is unable to 
state the order form numbers of the 
DEA Forms 222, the purchaser must re-
port, in lieu of numbers of the forms, 
the date or approximate date of 
issuance. 

(e) If any unused DEA Form 222 re-
ported stolen or lost is subsequently 
recovered or found, the Special Agent 
in Charge of the Drug Enforcement Ad-
ministration in the Divisional Office 
responsible for the area in which the 
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registrant is located must immediately 
be notified. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51375, Sept. 30, 2019] 

§ 1305.17 Preservation of DEA Forms 
222. 

(a) The purchaser must retain a copy 
of each executed DEA Form 222 and all 
copies of unaccepted or defective forms 
with each statement attached. 

(b) The supplier must retain the 
original of each DEA Form 222 that it 
has filled. 

(c) DEA Forms 222 must be main-
tained separately from all other 
records of the registrant. DEA Forms 
222 are required to be kept available for 
inspection for a period of two years. If 
a purchaser has several registered loca-
tions, the purchaser must retain a copy 
of the executed DEA Form 222 and any 
attached statements or other related 
documents (not including unexecuted 
DEA Forms 222, which may be kept 
elsewhere under § 1305.12(e)), at the reg-
istered location printed on the DEA 
Form 222. 

(d) The supplier of thiafentanil, 
carfentanil, etorphine hydrochloride, 
and diprenorphine must maintain DEA 
Forms 222 for these substances sepa-
rately from all other DEA Forms 222 
and records required to be maintained 
by the registrant. 

(e) Electronic copies of DEA Forms 
222 will be deemed to be maintained 
separately from all other records of the 
registrant, for the purposes of this sec-
tion, if such copies are readily retriev-
able separately from all other records. 
Electronic copies of DEA Forms 222 
may be stored on a system at a loca-
tion different from the registered loca-
tion, provided such copies are readily 
retrievable at the registered location. 

[70 FR 16911, Apr. 1, 2005, as amended at 81 
FR 58839, Aug. 26, 2016; 84 FR 51375, Sept. 30, 
2019] 

§ 1305.18 Return of unused DEA Forms 
222. 

If the registration of any purchaser 
terminates (because the purchaser dies, 
ceases legal existence, discontinues 
business or professional practice, or 
changes the name or address as shown 
on the purchaser’s registration) or is 
suspended or revoked under § 1301.36 of 

this chapter for all Schedule I and II 
controlled substances for which the 
purchaser is registered, the purchaser 
must return all unused DEA Forms 222 
to the Registration Section. 

[84 FR 51375, Sept. 30, 2019] 

§ 1305.19 Cancellation and voiding of 
DEA Forms 222. 

(a) A purchaser may cancel part or 
all of an order on a DEA Form 222 by 
notifying the supplier in writing of the 
cancellation. The supplier must indi-
cate the cancellation on the original 
DEA Form 222 sent by the purchaser by 
drawing a line through the canceled 
items and printing ‘‘canceled’’ in the 
space provided for the number of items 
shipped. 

(b) A supplier may void part or all of 
an order on a DEA Form 222 by noti-
fying the purchaser in writing of the 
voiding. The supplier must indicate the 
voiding in the manner prescribed for 
cancellation in paragraph (a) of this 
section. 

[70 FR 16911, Apr. 1, 2005, as amended at 84 
FR 51375, Sept. 30, 2019] 

§ 1305.20 Transition provisions allow-
ing continued use of existing stocks 
of triplicate DEA Forms 222. 

Registrants may continue to use ex-
isting stocks of the triplicate DEA 
Form 222 until October 30, 2021. In any 
case, as soon as a registrant’s supply of 
triplicate DEA Forms 222 is exhausted, 
the registrant must use the new single- 
sheet DEA Form 222. The provisions of 
this part are applicable to the use of 
triplicate forms, except for the specific 
rules as provided in this section. 

(a) Procedure for obtaining triplicate 
DEA Forms 222. The DEA will no longer 
issue triplicate forms. Triplicate DEA 
Forms 222 will not be accepted after 
October 30, 2021. 

(b) Procedure for executing triplicate 
DEA Forms 222. (1) A purchaser must 
prepare and execute a triplicate DEA 
Form 222 simultaneously by means of 
interleaved carbon sheets that are part 
of the triplicate DEA Form 222. Trip-
licate DEA Form 222 must be prepared 
by use of a typewriter, pen, or indelible 
pencil. 

(2) Only one item may be entered on 
each numbered line. An item must con-
sist of one or more commercial or bulk 
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containers of the same finished or bulk 
form and quantity of the same sub-
stance. The number of lines completed 
must be noted on that form at the bot-
tom of the form, in the space provided. 
Triplicate DEA Forms 222 for 
carfentanil, etorphine hydrochloride, 
and diprenorphine must contain only 
these substances. 

(3) The name and address of the sup-
plier from whom the controlled sub-
stances are being ordered must be en-
tered on the form. Only one supplier 
may be listed on any form. 

(4) Each triplicate DEA Form 222 
must be signed and dated by a person 
authorized to sign an application for 
registration or a person granted power 
of attorney to sign a DEA Form 222 
under § 1305.05. The name of the pur-
chaser, if different from the individual 
signing the DEA Form 222, must also 
be inserted in the signature space. 

(5) Unexecuted DEA Forms 222 may 
be kept and may be executed at a loca-
tion other than the registered location 
printed on the form, provided that all 
unexecuted forms are delivered 
promptly to the registered location 
upon an inspection of the location by 
any officer authorized to make inspec-
tions, or to enforce, any Federal, State, 
or local law regarding controlled sub-
stances. 

(c) Procedure for filling triplicate DEA 
Forms 222. (1) A purchaser must submit 
Copy 1 and Copy 2 of the triplicate 
DEA Form 222 to the supplier and re-
tain Copy 3 in the purchaser’s files. 

(2) A supplier may fill the order, if 
possible and if the supplier desires to 
do so, and must record on Copies 1 and 
2 the number of commercial or bulk 
containers furnished on each item and 
the date on which the containers are 
shipped to the purchaser. If an order 
cannot be filled in its entirety, it may 
be filled in part and the balance sup-
plied by additional shipments within 60 
days following the date of the trip-
licate DEA Form 222. No triplicate 
DEA Form 222 is valid more than 60 
days after its execution by the pur-
chaser, except as specified in paragraph 
(c)(6) of this section. 

(3) The controlled substances must be 
shipped only to the purchaser and the 
location printed by the Administration 
on the triplicate DEA Form 222, except 

as specified in paragraph (c)(6) of this 
section. 

(4) The supplier must retain Copy 1 of 
the triplicate DEA Form 222 for his or 
her files in accordance with paragraph 
(g)(3) of this section and forward Copy 
2 to the Special Agent in Charge of the 
Drug Enforcement Administration in 
the area in which the supplier is lo-
cated. Copy 2 must be forwarded at the 
close of the month during which the 
order is filled. If an order is filled by 
partial shipments, Copy 2 must be for-
warded at the close of the month dur-
ing which the final shipment is made 
or the 60-day validity period expires. 

(5) The purchaser must record on 
Copy 3 of the triplicate DEA Form 222 
the number of commercial or bulk con-
tainers furnished on each item and the 
dates on which the containers are re-
ceived by the purchaser. 

(6) DEA triplicate Forms 222 sub-
mitted by registered procurement offi-
cers of the Defense Supply Center of 
the Defense Logistics Agency for deliv-
ery to armed services establishments 
within the United States may be 
shipped to locations other than the lo-
cation printed on the triplicate DEA 
Form 222, and in partial shipments at 
different times not to exceed six 
months from the date of the order, as 
designated by the procurement officer 
when submitting the order. 

(d) Procedure for endorsing triplicate 
DEA Forms 222. (1) A triplicate DEA 
Form 222, made out to any supplier 
who cannot fill all or a part of the 
order within the time limitation set 
forth in paragraph (c) of this section, 
may be endorsed to another supplier 
for filling. The endorsement must be 
made only by the supplier to whom the 
triplicate DEA Form 222 was first 
made, must state (in the spaces pro-
vided on the reverse sides of Copies 1 
and 2 of the triplicate DEA Form 222) 
the name and address of the second 
supplier, and must be signed by a per-
son authorized to obtain and execute 
triplicate DEA Forms 222 on behalf of 
the first supplier. The first supplier 
may not fill any part of an order on an 
endorsed form. The second supplier 
may fill the order, if possible and if the 
supplier desires to do so, in accordance 
with paragraphs (c)(2) through (4) of 
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this section, including shipping all sub-
stances directly to the purchaser. 

(2) Distributions made on endorsed 
triplicate DEA Forms 222 must be re-
ported by the second supplier in the 
same manner as all other distributions. 

(e) Unaccepted and defective triplicate 
DEA Forms 222. (1) A triplicate DEA 
Form 222 must not be filled if either of 
the following apply: 

(i) The order is not complete, legible, 
or properly prepared, executed, or en-
dorsed. 

(ii) The order shows any alteration, 
erasure, or change of any description. 

(2) If a triplicate DEA Form 222 can-
not be filled for any reason under this 
section, the supplier must return Cop-
ies 1 and 2 to the purchaser with a 
statement as to the reason (e.g. illegi-
ble or altered). 

(3) A supplier may for any reason 
refuse to accept any order and if a sup-
plier refuses to accept the order, a 
statement that the order is not accept-
ed is sufficient for purposes of this 
paragraph. 

(4) When a purchaser receives an 
unaccepted order, Copies 1 and 2 of the 
triplicate DEA Form 222 and the state-
ment must be attached to Copy 3 and 
retained in the files of the purchaser in 
accordance with paragraph (g) of this 
section. A defective triplicate DEA 
Form 222 may not be corrected; it must 
be replaced by a new triplicate DEA 
Form 222 for the order to be filled. 

(f) Lost and stolen triplicate DEA Forms 
222. (1) If a purchaser ascertains that 
an unfilled triplicate DEA Form 222 
has been lost, the purchaser must exe-
cute another in triplicate and attach a 
statement containing the serial num-
ber and date of the lost form, and stat-
ing that the goods covered by the first 
triplicate DEA Form 222 were not re-
ceived through loss of that triplicate 
DEA Form 222. Copy 3 of the second 
form and a copy of the statement must 
be retained with Copy 3 of the trip-
licate DEA Form 222 first executed. A 
copy of the statement must be at-
tached to Copies 1 and 2 of the second 
triplicate DEA Form 222 sent to the 
supplier. If the first triplicate DEA 
Form 222 is subsequently received by 
the supplier to whom it was directed, 
the supplier must mark upon the face 
‘‘Not accepted’’ and return Copies 1 and 

2 to the purchaser, who must attach it 
to Copy 3 and the statement. However, 
if the registrant no longer can use trip-
licate forms, then the registrant shall 
proceed by issuing a new single-sheet 
form in accordance with § 1305.16. 

(2) Whenever any used or unused trip-
licate DEA Forms 222 are stolen or lost 
(other than in the course of trans-
mission) by any purchaser or supplier, 
the purchaser or supplier must imme-
diately upon discovery of the theft or 
loss, report the theft or loss to the Spe-
cial Agent in Charge of the Drug En-
forcement Administration in the Divi-
sional Office responsible for the area in 
which the registrant is located, stating 
the serial number of each form stolen 
or lost. 

(3) If the theft or loss includes any 
original triplicate DEA Forms 222 re-
ceived from purchasers and the sup-
plier is unable to state the serial num-
bers of the triplicate DEA Forms 222, 
the supplier must report the date or 
approximate date of receipt and the 
names and addresses of the purchasers. 

(4) If an entire book of triplicate DEA 
Forms 222 is lost or stolen, and the pur-
chaser is unable to state the serial 
numbers of the triplicate DEA Forms 
222 in the book, the purchaser must re-
port, in lieu of the numbers of the 
forms contained in the book, the date 
or approximate date of issuance. 

(5) If any unused triplicate DEA 
Form 222 reported stolen or lost is sub-
sequently recovered or found, the Spe-
cial Agent in Charge of the Drug En-
forcement Administration in the Divi-
sional Office responsible for the area in 
which the registrant is located must 
immediately be notified. 

(g) Preservation of triplicate DEA 
Forms 222. (1) The purchaser must re-
tain Copy 3 of each executed triplicate 
DEA Form 222 and all copies of 
unaccepted or defective forms with 
each statement attached. 

(2) The supplier must retain Copy 1 of 
each triplicate DEA Form 222 that it 
has filled. 

(3) Triplicate DEA Forms 222 must be 
maintained separately from all other 
records of the registrant. Triplicate 
DEA Forms 222 are required to be kept 
available for inspection for a period of 
two years. If a purchaser has several 
registered locations, the purchaser 
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must retain Copy 3 of the executed 
triplicate DEA Form 222 and any at-
tached statements or other related doc-
uments (not including unexecuted trip-
licate DEA Forms 222, which may be 
kept elsewhere under paragraph (b)(5) 
of this section), at the registered loca-
tion printed on the triplicate DEA 
Form 222. 

(4) The supplier of thiafentanil, 
carfentanil, etorphine hydrochloride, 
and diprenorphine must maintain trip-
licate DEA Forms 222 for these sub-
stances separately from all other DEA 
triplicate Forms 222 and records re-
quired to be maintained by the reg-
istrant. 

(h) Return of unused triplicate DEA 
Forms 222. If the registration of any 
purchaser terminates (because the pur-
chaser dies, ceases legal existence, dis-
continues business or professional 
practice, or changes the name or ad-
dress as shown on the purchaser’s reg-
istration) or is suspended or revoked 
under § 1301.36 of this chapter for all 
schedule I and II controlled substances 
for which the purchaser is registered, 
the purchaser must return all unused 
triplicate DEA Forms 222 to the Reg-
istration Section. 

(i) Cancellation and voiding of trip-
licate DEA Forms 222. (1) A purchaser 
may cancel part or all of an order on a 
triplicate DEA Form 222 by notifying 
the supplier in writing of the cancella-
tion. The supplier must indicate the 
cancellation on Copies 1 and 2 of the 
triplicate DEA Form 222 by drawing a 
line through the canceled items and 
printing ‘‘canceled’’ in the space pro-
vided for the number of items shipped. 

(2) A supplier may void part or all of 
an order on a triplicate DEA Form 222 
by notifying the purchaser in writing 
of the voiding. The supplier must indi-
cate the voiding in the manner pre-
scribed for cancellation in paragraph 
(i)(1) of this section. 

[84 FR 51375, Sept. 30, 2019] 

Subpart C—Electronic Orders 
§ 1305.21 Requirements for electronic 

orders. 
(a) To be valid, the purchaser must 

sign an electronic order for a Schedule 
I or II controlled substance with a dig-
ital signature issued to the purchaser, 

or the purchaser’s agent, by DEA as 
provided in part 1311 of this chapter. 

(b) The following data fields must be 
included on an electronic order for 
Schedule I and II controlled sub-
stances: 

(1) A unique number the purchaser 
assigns to track the order. The number 
must be in the following 9-character 
format: the last two digits of the year, 
X, and six characters as selected by the 
purchaser. 

(2) The purchaser’s DEA registration 
number. 

(3) The name of the supplier. 
(4) The complete address of the sup-

plier (may be completed by either the 
purchaser or the supplier). 

(5) The supplier’s DEA registration 
number (may be completed by either 
the purchaser or the supplier). 

(6) The date the order is signed. 
(7) The name (including strength 

where appropriate) of the controlled 
substance product or the National 
Drug Code (NDC) number (the NDC 
number may be completed by either 
the purchaser or the supplier). 

(8) The quantity in a single package 
or container. 

(9) The number of packages or con-
tainers of each item ordered. 

(c) An electronic order may include 
controlled substances that are not in 
schedules I and II and non-controlled 
substances. 

§ 1305.22 Procedure for filling elec-
tronic orders. 

(a) A purchaser must submit the 
order to a specific supplier. The sup-
plier may initially process the order 
(e.g., entry of the order into the com-
puter system, billing functions, inven-
tory identification, etc.) centrally at 
any location, regardless of the loca-
tion’s registration with DEA. Fol-
lowing centralized processing, the sup-
plier may distribute the order to one or 
more registered locations maintained 
by the supplier for filling. The reg-
istrant must maintain control of the 
processing of the order at all times. 

(b) A supplier may fill the order for a 
Schedule I or II controlled substance, if 
possible and if the supplier desires to 
do so and is authorized to do so under 
§ 1305.06. 

VerDate Sep<11>2014 15:00 Jul 02, 2025 Jkt 265081 PO 00000 Frm 00115 Fmt 8010 Sfmt 8010 Y:\SGML\265081.XXX 265081sk
er

se
y 

on
 D

S
K

4W
B

1R
N

3P
R

O
D

 w
ith

 C
F

R



106 

21 CFR Ch. II (4–1–25 Edition) § 1305.23 

(c) A supplier must do the following 
before filling the order: 

(1) Verify the integrity of the signa-
ture and the order by using software 
that complies with Part 1311 of this 
chapter to validate the order. 

(2) Verify that the digital certificate 
has not expired. 

(3) Check the validity of the certifi-
cate holder’s certificate by checking 
the Certificate Revocation List. The 
supplier may cache the Certificate 
Revocation List until it expires. 

(4) Verify the registrant’s eligibility 
to order the controlled substances by 
checking the certificate extension 
data. 

(d) The supplier must retain an elec-
tronic record of every order, and, 
linked to each order, a record of the 
number of commercial or bulk con-
tainers furnished on each item and the 
date on which the supplier shipped the 
containers to the purchaser. The linked 
record must also include any data on 
the original order that the supplier 
completes. Software used to handle 
digitally signed orders must comply 
with part 1311 of this chapter. 

(e) If an order cannot be filled in its 
entirety, a supplier may fill it in part 
and supply the balance by additional 
shipments within 60 days following the 
date of the order. No order is valid 
more than 60 days after its execution 
by the purchaser, except as specified in 
paragraph (h) of this section. 

(f) A supplier must ship the con-
trolled substances to the registered lo-
cation associated with the digital cer-
tificate used to sign the order, except 
as specified in paragraph (h) of this sec-
tion. 

(g) When a purchaser receives a ship-
ment, the purchaser must create a 
record of the quantity of each item re-
ceived and the date received. The 
record must be electronically linked to 
the original order and archived. 

(h) Registered procurement officers 
of the Defense Supply Center of the De-
fense Logistics Agency may order con-
trolled substances for delivery to 
armed services establishments within 
the United States. These orders may be 
shipped to locations other than the 
registered location, and in partial ship-
ments at different times not to exceed 
six months from the date of the order, 

as designated by the procurement offi-
cer when submitting the order. 

§ 1305.23 Endorsing electronic orders. 
A supplier may not endorse an elec-

tronic order to another supplier to fill. 

§ 1305.24 Central processing of orders. 
(a) A supplier that has one or more 

registered locations and maintains a 
central processing computer system in 
which orders are stored may have one 
or more of the supplier’s registered lo-
cations fill an electronic order if the 
supplier does the following: 

(1) Assigns each item on the order to 
a specific registered location for fill-
ing. 

(2) Creates a record linked to the cen-
tral file noting both which items a lo-
cation filled and the location identity. 

(3) Ensures that no item is filled by 
more than one location. 

(4) Maintains the original order with 
all linked records on the central com-
puter system. 

(b) A company that has central proc-
essing of orders must assign responsi-
bility for filling parts of orders only to 
registered locations that the company 
owns and operates. 

§ 1305.25 Unaccepted and defective 
electronic orders. 

(a) No electronic order may be filled 
if: 

(1) The required data fields have not 
been completed. 

(2) The order is not signed using a 
digital certificate issued by DEA. 

(3) The digital certificate used had 
expired or had been revoked prior to 
signature. 

(4) The purchaser’s public key will 
not validate the digital signature. 

(5) The validation of the order shows 
that the order is invalid for any reason. 

(b) If an order cannot be filled for any 
reason under this section, the supplier 
must notify the purchaser and provide 
a statement as to the reason (e.g., im-
properly prepared or altered). A sup-
plier may, for any reason, refuse to ac-
cept any order, and if a supplier refuses 
to accept the order, a statement that 
the order is not accepted is sufficient 
for purposes of this paragraph. 

(c) When a purchaser receives an 
unaccepted electronic order from the 

VerDate Sep<11>2014 15:00 Jul 02, 2025 Jkt 265081 PO 00000 Frm 00116 Fmt 8010 Sfmt 8010 Y:\SGML\265081.XXX 265081sk
er

se
y 

on
 D

S
K

4W
B

1R
N

3P
R

O
D

 w
ith

 C
F

R



107 

Drug Enforcement Administration, Justice Pt. 1306 

supplier, the purchaser must electroni-
cally link the statement of nonaccept-
ance to the original order. The original 
order and the statement must be re-
tained in accordance with § 1305.27. 

(d) Neither a purchaser nor a supplier 
may correct a defective order; the pur-
chaser must issue a new order for the 
order to be filled. 

§ 1305.26 Lost electronic orders. 
(a) If a purchaser determines that an 

unfilled electronic order has been lost 
before or after receipt, the purchaser 
must provide, to the supplier, a signed 
statement containing the unique 
tracking number and date of the lost 
order and stating that the goods cov-
ered by the first order were not re-
ceived through loss of that order. 

(b) If the purchaser executes an order 
to replace the lost order, the purchaser 
must electronically link an electronic 
record of the second order and a copy 
of the statement with the record of the 
first order and retain them. 

(c) If the supplier to whom the order 
was directed subsequently receives the 
first order, the supplier must indicate 
that it is ‘‘Not Accepted’’ and return it 
to the purchaser. The purchaser must 
link the returned order to the record of 
that order and the statement. 

§ 1305.27 Preservation of electronic or-
ders. 

(a) A purchaser must, for each order 
filled, retain the original signed order 
and all linked records for that order for 
two years. The purchaser must also re-
tain all copies of each unaccepted or 
defective order and each linked state-
ment. 

(b) A supplier must retain each origi-
nal order filled and the linked records 
for two years. 

(c) If electronic order records are 
maintained on a central server, the 
records must be readily retrievable at 
the registered location. 

§ 1305.28 Canceling and voiding elec-
tronic orders. 

(a) A supplier may void all or part of 
an electronic order by notifying the 
purchaser of the voiding. If the entire 
order is voided, the supplier must make 
an electronic copy of the order, indi-
cate on the copy ‘‘Void,’’ and return it 

to the purchaser. The supplier is not 
required to retain a record of orders 
that are not filled. 

(b) The purchaser must retain an 
electronic copy of the voided order. 

(c) To partially void an order, the 
supplier must indicate in the linked 
record that nothing was shipped for 
each item voided. 

§ 1305.29 Reporting to DEA. 
A supplier must, for each electronic 

order filled, forward either a copy of 
the electronic order or an electronic 
report of the order in a format that 
DEA specifies to DEA within two busi-
ness days. 

PART 1306—PRESCRIPTIONS 

GENERAL INFORMATION 

Sec. 
1306.01 Scope of part 1306. 
1306.02 Definitions. 
1306.03 Persons entitled to issue prescrip-

tions. 
1306.04 Purpose of issue of prescription. 
1306.05 Manner of issuance of prescriptions. 
1306.06 Persons entitled to fill prescriptions. 
1306.07 Administering or dispensing of nar-

cotic drugs. 
1306.08 Electronic prescriptions. 
1306.09 Prescription requirements for online 

pharmacies. 

CONTROLLED SUBSTANCES LISTED IN SCHEDULE 
II 

1306.11 Requirement of prescription. 
1306.12 Refilling prescriptions; issuance of 

multiple prescriptions. 
1306.13 Partial filling of prescriptions. 
1306.14 Labeling of substances and filling of 

prescriptions. 
1306.15 Provision of prescription informa-

tion between retail pharmacies and cen-
tral fill pharmacies for prescriptions of 
Schedule II controlled substances. 

CONTROLLED SUBSTANCES LISTED IN 
SCHEDULES III, IV, AND V 

1306.21 Requirement of prescription. 
1306.22 Refilling of prescriptions. 
1306.23 Partial filling of prescriptions. 
1306.24 Labeling of substances and filling of 

prescriptions. 
1306.25 Transfer between pharmacies of pre-

scription information for Schedules III, 
IV, and V controlled substances for refill 
purposes. 

1306.26 Dispensing without prescription. 
1306.27 Provision of prescription informa-

tion between retail pharmacies and cen-
tral fill pharmacies for initial and refill 
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