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the practitioner administering the con-
trolled substance, as applicable, shall 
maintain complete and accurate 
records of all controlled substances de-
livered, received, administered, or oth-
erwise disposed of, under this para-
graph (f), including the persons to 
whom the controlled substances were 
delivered and such other information 
as may be required under this chapter. 

[39 FR 37986, Oct. 25, 1974, as amended at 70 
FR 36344, June 23, 2005; 85 FR 69167, Nov. 2, 
2020] 

§ 1306.08 Electronic prescriptions. 
(a) An individual practitioner may 

sign and transmit electronic prescrip-
tions for controlled substances pro-
vided the practitioner meets all of the 
following requirements: 

(1) The practitioner must comply 
with all other requirements for issuing 
controlled substance prescriptions in 
this part; 

(2) The practitioner must use an ap-
plication that meets the requirements 
of part 1311 of this chapter; and 

(3) The practitioner must comply 
with the requirements for practitioners 
in part 1311 of this chapter. 

(b) A pharmacy may fill an electroni-
cally transmitted prescription for a 
controlled substance provided the phar-
macy complies with all other require-
ments for filling controlled substance 
prescriptions in this part and with the 
requirements of part 1311 of this chap-
ter. 

(c) To annotate an electronic pre-
scription, a pharmacist must include 
all of the information that this part re-
quires in the prescription record. 

(d) If the content of any of the infor-
mation required under § 1306.05 for a 
controlled substance prescription is al-
tered during the transmission, the pre-
scription is deemed to be invalid and 
the pharmacy may not dispense the 
controlled substance. 

[75 FR 16307, Mar. 31, 2010] 

§ 1306.09 Prescription requirements 
for online pharmacies. 

(a) No controlled substance that is a 
prescription drug may be delivered, 
distributed, or dispensed by means of 
the Internet without a valid prescrip-
tion. 

(b) In accordance with the Act, it is 
unlawful for any person to knowingly 
or intentionally fill a prescription for a 
controlled substance that was issued in 
a manner that constitutes dispensing 
by means of the Internet unless such 
person is a pharmacist who is acting in 
the usual course of his professional 
practice and is acting on behalf of a 
pharmacy whose registration has been 
modified under sections 1301.13 and 
1301.19 of this chapter to authorize it to 
operate as an online pharmacy. 

(c) Any online pharmacy that partici-
pates in the transfer between phar-
macies of prescription information 
must do so in accordance with the re-
quirements of §§ 1306.15 and 1306.25 of 
this part. 

[74 FR 15624, Apr. 6, 2009] 

CONTROLLED SUBSTANCES LISTED IN 
SCHEDULE II 

§ 1306.11 Requirement of prescription. 
(a) A pharmacist may dispense di-

rectly a controlled substance listed in 
Schedule II that is a prescription drug 
as determined under section 503 of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 353(b)) only pursuant to a 
written prescription signed by the 
practitioner, except as provided in 
paragraph (d) of this section. A paper 
prescription for a Schedule II con-
trolled substance may be transmitted 
by the practitioner or the practi-
tioner’s agent to a pharmacy via fac-
simile equipment, provided that the 
original manually signed prescription 
is presented to the pharmacist for re-
view prior to the actual dispensing of 
the controlled substance, except as 
noted in paragraph (e), (f), or (g) of this 
section. The original prescription shall 
be maintained in accordance with 
§ 1304.04(h) of this chapter. 

(b) An individual practitioner may 
administer or dispense directly a con-
trolled substance listed in Schedule II 
in the course of his professional prac-
tice without a prescription, subject to 
§ 1306.07. 

(c) An institutional practitioner may 
administer or dispense directly (but 
not prescribe) a controlled substance 
listed in Schedule II only pursuant to a 
written prescription signed by the pre-
scribing individual practitioner or to 
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an order for medication made by an in-
dividual practitioner that is dispensed 
for immediate administration to the 
ultimate user. 

(d) In the case of an emergency situa-
tion, as defined by the Secretary in 
§ 290.10 of this title, a pharmacist may 
dispense a controlled substance listed 
in Schedule II upon receiving oral au-
thorization of a prescribing individual 
practitioner, provided that: 

(1) The quantity prescribed and dis-
pensed is limited to the amount ade-
quate to treat the patient during the 
emergency period (dispensing beyond 
the emergency period must be pursuant 
to a paper or electronic prescription 
signed by the prescribing individual 
practitioner); 

(2) The prescription shall be imme-
diately reduced to writing by the phar-
macist and shall contain all informa-
tion required in § 1306.05, except for the 
signature of the prescribing individual 
practitioner; 

(3) If the prescribing individual prac-
titioner is not known to the phar-
macist, he must make a reasonable ef-
fort to determine that the oral author-
ization came from a registered indi-
vidual practitioner, which may include 
a callback to the prescribing individual 
practitioner using his phone number as 
listed in the telephone directory and/or 
other good faith efforts to insure his 
identity; and 

(4) Within 7 days after authorizing an 
emergency oral prescription, the pre-
scribing individual practitioner shall 
cause a written prescription for the 
emergency quantity prescribed to be 
delivered to the dispensing pharmacist. 
In addition to conforming to the re-
quirements of § 1306.05, the prescription 
shall have written on its face ‘‘Author-
ization for Emergency Dispensing,’’ 
and the date of the oral order. The 
paper prescription may be delivered to 
the pharmacist in person or by mail, 
but if delivered by mail it must be 
postmarked within the 7-day period. 
Upon receipt, the dispensing phar-
macist must attach this paper prescrip-
tion to the oral emergency prescription 
that had earlier been reduced to writ-
ing. For electronic prescriptions, the 
pharmacist must annotate the record 
of the electronic prescription with the 
original authorization and date of the 

oral order. The pharmacist must notify 
the nearest office of the Administra-
tion if the prescribing individual prac-
titioner fails to deliver a written pre-
scription to him; failure of the phar-
macist to do so shall void the author-
ity conferred by this paragraph to dis-
pense without a written prescription of 
a prescribing individual practitioner. 

(5) Central fill pharmacies shall not 
be authorized under this paragraph to 
prepare prescriptions for a controlled 
substance listed in Schedule II upon re-
ceiving an oral authorization from a 
retail pharmacist or an individual 
practitioner. 

(e) A prescription prepared in accord-
ance with § 1306.05 written for a Sched-
ule II narcotic substance to be com-
pounded for the direct administration 
to a patient by parenteral, intra-
venous, intramuscular, subcutaneous 
or intraspinal infusion may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the pharmacy by 
facsimile. The facsimile serves as the 
original written prescription for pur-
poses of this paragraph (e) and it shall 
be maintained in accordance with 
§ 1304.04(h) of this chapter. 

(f) A prescription prepared in accord-
ance with § 1306.05 written for Schedule 
II substance for a resident of a Long 
Term Care Facility may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the dispensing phar-
macy by facsimile. The facsimile 
serves as the original written prescrip-
tion for purposes of this paragraph (f) 
and it shall be maintained in accord-
ance with § 1304.04(h). 

(g) A prescription prepared in accord-
ance with § 1306.05 written for a Sched-
ule II narcotic substance for a patient 
enrolled in a hospice care program cer-
tified and/or paid for by Medicare under 
Title XVIII or a hospice program which 
is licensed by the state may be trans-
mitted by the practitioner or the prac-
titioner’s agent to the dispensing phar-
macy by facsimile. The practitioner or 
the practitioner’s agent will note on 
the prescription that the patient is a 
hospice patient. The facsimile serves as 
the original written prescription for 
purposes of this paragraph (g) and it 

VerDate Sep<11>2014 11:53 Jul 31, 2023 Jkt 259079 PO 00000 Frm 00119 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



110 

21 CFR Ch. II (4–1–23 Edition) § 1306.12 

shall be maintained in accordance with 
§ 1304.04(h). 

[36 FR 7799, Apr. 24, 1971, as amended at 36 
FR 18733, Sept. 21, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973 and amended at 53 FR 
4964, Feb. 19, 1988; 59 FR 26111, May 19, 1994; 
59 FR 30832, June 15, 1994; 62 FR 13964, Mar. 
24, 1997; 65 FR 45713, July 25, 2000; 68 FR 37410, 
June 24, 2003; 75 FR 16307, Mar. 31, 2010] 

§ 1306.12 Refilling prescriptions; 
issuance of multiple prescriptions. 

(a) The refilling of a prescription for 
a controlled substance listed in Sched-
ule II is prohibited. 

(b)(1) An individual practitioner may 
issue multiple prescriptions author-
izing the patient to receive a total of 
up to a 90-day supply of a Schedule II 
controlled substance provided the fol-
lowing conditions are met: 

(i) Each separate prescription is 
issued for a legitimate medical purpose 
by an individual practitioner acting in 
the usual course of professional prac-
tice; 

(ii) The individual practitioner pro-
vides written instructions on each pre-
scription (other than the first prescrip-
tion, if the prescribing practitioner in-
tends for that prescription to be filled 
immediately) indicating the earliest 
date on which a pharmacy may fill 
each prescription; 

(iii) The individual practitioner con-
cludes that providing the patient with 
multiple prescriptions in this manner 
does not create an undue risk of diver-
sion or abuse; 

(iv) The issuance of multiple pre-
scriptions as described in this section 
is permissible under the applicable 
state laws; and 

(v) The individual practitioner com-
plies fully with all other applicable re-
quirements under the Act and these 
regulations as well as any additional 
requirements under state law. 

(2) Nothing in this paragraph (b) 
shall be construed as mandating or en-
couraging individual practitioners to 
issue multiple prescriptions or to see 
their patients only once every 90 days 
when prescribing Schedule II con-
trolled substances. Rather, individual 
practitioners must determine on their 
own, based on sound medical judgment, 
and in accordance with established 
medical standards, whether it is appro-

priate to issue multiple prescriptions 
and how often to see their patients 
when doing so. 

[72 FR 64929, Nov. 19, 2007] 

§ 1306.13 Partial filling of prescrip-
tions. 

(a) The partial filling of a prescrip-
tion for a controlled substance listed in 
Schedule II is permissible if the phar-
macist is unable to supply the full 
quantity called for in a written or 
emergency oral prescription and he 
makes a notation of the quantity sup-
plied on the face of the written pre-
scription, written record of the emer-
gency oral prescription, or in the elec-
tronic prescription record. The remain-
ing portion of the prescription may be 
filled within 72 hours of the first par-
tial filling; however, if the remaining 
portion is not or cannot be filled with-
in the 72-hour period, the pharmacist 
shall notify the prescribing individual 
practitioner. No further quantity may 
be supplied beyond 72 hours without a 
new prescription. 

(b) A prescription for a Schedule II 
controlled substance written for a pa-
tient in a Long Term Care Facility 
(LTCF) or for a patient with a medical 
diagnosis documenting a terminal ill-
ness may be filled in partial quantities 
to include individual dosage units. If 
there is any question whether a patient 
may be classified as having a terminal 
illness, the pharmacist must contact 
the practitioner prior to partially fill-
ing the prescription. Both the phar-
macist and the prescribing practitioner 
have a corresponding responsibility to 
assure that the controlled substance is 
for a terminally ill patient. The phar-
macist must record on the prescription 
whether the patient is ‘‘terminally ill’’ 
or an ‘‘LTCF patient.’’ A prescription 
that is partially filled and does not 
contain the notation ‘‘terminally ill’’ 
or ‘‘LTCF patient’’ shall be deemed to 
have been filled in violation of the Act. 
For each partial filling, the dispensing 
pharmacist shall record on the back of 
the prescription (or on another appro-
priate record, uniformly maintained, 
and readily retrievable) the date of the 
partial filling, quantity dispensed, re-
maining quantity authorized to be dis-
pensed, and the identification of the 
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