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year in which the pharmacy is reg-
istered to dispense does not exceed the 
limitations imposed upon such dis-
tribution by § 1307.11(a)(4) and (b) of 
this chapter. 

(g) Owners or operators of vessels, 
aircraft, or other entities described in 
this section shall not be deemed to pos-
sess or dispense any controlled sub-
stance acquired, stored and dispensed 
in accordance with this section. Addi-
tionally, owners or operators of ves-
sels, aircraft, or other entities de-
scribed in this section or in Article 32 
of the Single Convention on Narcotic 
Drugs, 1961, or in Article 14 of the Con-
vention on Psychotropic Substances, 
1971, shall not be deemed to import or 
export any controlled substances pur-
chased and stored in accordance with 
that section or applicable article. 

(h) The Master of a vessel shall pre-
pare a report for each calendar year 
which shall give in detail an account-
ing for all controlled substances pur-
chased, dispensed, or disposed of during 
the year. The Master shall file this re-
port with the medical officer employed 
by the owner or operator of his/her ves-
sel, if any, or, if not, he/she shall main-
tain this report with other records re-
quired to be kept under the Act and, 
upon request, deliver a copy of the re-
port to the Administration. 

(i) Controlled substances acquired 
and possessed in accordance with this 
section shall not be distributed to per-
sons not under the general supervision 
of the medical officer employed by the 
owner or operator of the vessel, air-
craft, or other entity, except in accord-
ance with § 1307.21 of this chapter. 

[62 FR 13951, Mar. 24, 1997] 

§ 1301.26 Exemptions from import or 
export requirements for personal 
medical use. 

Any individual who has in his/her 
possession a controlled substance listed 
in schedules II, III, IV, or V, which he/ 
she has lawfully obtained for his/her 
personal medical use, or for adminis-
tration to an animal accompanying 
him/her, may enter or depart the 
United States with such substance not-
withstanding sections 1002–1005 of the 
Act (21 U.S.C. 952–955), provided the fol-
lowing conditions are met: 

(a) The controlled substance is in the 
original container in which it was dis-
pensed to the individual; and 

(b) The individual makes a declara-
tion to an appropriate official of the 
Bureau of Customs and Border Protec-
tion stating: 

(1) That the controlled substance is 
possessed for his/her personal use, or 
for an animal accompanying him/her; 
and 

(2) The trade or chemical name and 
the symbol designating the schedule of 
the controlled substance if it appears 
on the container label, or, if such name 
does not appear on the label, the name 
and address of the pharmacy or practi-
tioner who dispensed the substance and 
the prescription number. 

(c) In addition to (and not in lieu of) 
the foregoing requirements of this sec-
tion, a United States resident may im-
port into the United States no more 
than 50 dosage units combined of all 
such controlled substances in the indi-
vidual’s possession that were obtained 
abroad for personal medical use. (For 
purposes of this section, a United 
States resident is a person whose resi-
dence (i.e., place of general abode— 
meaning one’s principal, actual dwell-
ing place in fact, without regard to in-
tent) is in the United States.) This 50 
dosage unit limitation does not apply 
to controlled substances lawfully ob-
tained in the United States pursuant to 
a prescription issued by a DEA reg-
istrant. 

[69 FR 55347, Sept. 14, 2004] 

§ 1301.27 Separate registration by re-
tail pharmacies for installation and 
operation of automated dispensing 
systems at long term care facilities. 

(a) A retail pharmacy may install 
and operate automated dispensing sys-
tems, as defined in § 1300.01 of this 
chapter, at long term care facilities, 
under the requirements of § 1301.17. No 
person other than a registered retail 
pharmacy may install and operate an 
automated dispensing system at a long 
term care facility. 

(b) Retail pharmacies installing and 
operating automated dispensing sys-
tems at long term care facilities must 
maintain a separate registration at the 
location of each long term care facility 
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at which automated dispensing sys-
tems are located. If more than one reg-
istered retail pharmacy operates auto-
mated dispensing systems at the same 
long term care facility, each retail 
pharmacy must maintain a registra-
tion at the long term care facility. 

(c) A registered retail pharmacy ap-
plying for a separate registration to 
operate an automated dispensing sys-
tem for the dispensing of controlled 
substances at a long term care facility 
is exempt from application fees for any 
such additional registrations. 

[70 FR 25465, May 13, 2005] 

§ 1301.28 Exemption from separate 
registration for practitioners dis-
pensing or prescribing Schedule III, 
IV, or V narcotic controlled drugs 
approved by the Food and Drug Ad-
ministration specifically for use in 
maintenance or detoxification 
treatment. 

(a) An individual practitioner may 
dispense or prescribe Schedule III, IV, 
or V narcotic controlled drugs or com-
binations of narcotic controlled drugs 
which have been approved by the Food 
and Drug Administration (FDA) spe-
cifically for use in maintenance or de-
toxification treatment without obtain-
ing the separate registration required 
by § 1301.13(e) if all of the following con-
ditions are met: 

(1) The individual practitioner meets 
the conditions specified in paragraph 
(b) of this section. 

(2) The narcotic drugs or combina-
tion of narcotic drugs meet the condi-
tions specified in paragraph (c) of this 
section. 

(3) The individual practitioner is in 
compliance with either paragraph (d) 
or paragraph (e) of this section. 

(b)(1) The individual practitioner 
must submit notification to the Sec-
retary of Health and Human Services 
stating the individual practitioner’s in-
tent to dispense or prescribe narcotic 
drugs under paragraph (a) of this sec-
tion. The notice must contain all of the 
following certifications: 

(i) The individual practitioner is reg-
istered under § 1301.13 as an individual 
practitioner and is a ‘‘qualifying physi-
cian’’ as defined in section 303(g)(2)(G) 
of the Act (21 U.S.C. 823(g)(2)(G)). 

(ii) The individual practitioner has 
the capacity to refer the patients to 
whom the individual practitioner will 
provide narcotic drugs or combinations 
of narcotic drugs for appropriate coun-
seling and other appropriate ancillary 
services. 

(iii) The total number of patients to 
whom the individual practitioner will 
provide narcotic drugs or combinations 
of narcotic drugs under this section 
will not exceed 30 at any one time un-
less, not sooner than 1 year after the 
date on which the practitioner sub-
mitted the initial notification to the 
Secretary of Health and Human Serv-
ices, the practitioner submits a second 
notification to the Secretary of the 
need and intent of the practitioner to 
treat up to 100 patients. A second noti-
fication under this subparagraph shall 
contain the certifications required by 
subparagraphs (i) and (ii) of this para-
graph. The Secretary of Health and 
Human Services may promulgate regu-
lations to change the total number of 
patients. 

(2) If an individual practitioner wish-
es to prescribe or dispense narcotic 
drugs pursuant to paragraph (e) of this 
section, the individual practitioner 
must provide the Secretary of Health 
and Human Services the following: 

(i) Notification as required under 
paragraph (b)(1) of this section in writ-
ing, stating the individual practi-
tioner’s name and DEA registration 
number issued under § 1301.13. 

(ii) If the individual practitioner is a 
member of a group practice, the names 
of the other individual practitioners in 
the group and the DEA registration 
numbers issued to the other individual 
practitioners under § 1301.13. 

(c) The narcotic drugs or combina-
tion of narcotic drugs to be dispensed 
or prescribed under this section must 
meet all of the following conditions: 

(1) The drugs or combination of drugs 
have been approved for use in ‘‘main-
tenance treatment’’ or ‘‘detoxification 
treatment’’ under the Federal Food, 
Drug, and Cosmetic Act or section 351 
of the Public Health Service Act. 

(2) The drugs or combination of drugs 
have not been the subject of an adverse 
determination by the Secretary of 
Health and Human Services, after con-
sultation with the Attorney General, 
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