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21 CFR Ch. II (4–1–23 Edition) § 1301.75 

(1) Receive controlled substances 
from other mobile NTPs or any other 
entity; 

(2) Deliver controlled substances to 
other mobile NTPs or any other entity; 
or 

(3) Conduct reverse distribution of 
controlled substances on a mobile NTP. 

(o) A reverse distributor shall not 
employ, as an agent or employee who 
has access to or influence over con-
trolled substances, any person who has 
been convicted of any felony offense re-
lating to controlled substances or who, 
at any time, had an application for reg-
istration with the DEA denied, had a 
DEA registration revoked or sus-
pended, or has surrendered a DEA reg-
istration for cause. For purposes of this 
subsection, ‘‘for cause’’ means in lieu 
of, or as a consequence of, any Federal 
or State administrative, civil, or crimi-
nal action resulting from an investiga-
tion of the individual’s handling of con-
trolled substances. 

[36 FR 7778, Apr. 24, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 1301.74, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and at www.govinfo.gov. 

§ 1301.75 Physical security controls for 
practitioners. 

(a) Controlled substances listed in 
Schedule I shall be stored in a securely 
locked, substantially constructed cabi-
net. 

(b) Controlled substances listed in 
Schedules II, III, IV, and V shall be 
stored in a securely locked, substan-
tially constructed cabinet. However, 
pharmacies and institutional practi-
tioners may disperse such substances 
throughout the stock of noncontrolled 
substances in such a manner as to ob-
struct the theft or diversion of the con-
trolled substances. 

(c) Sealed mail-back packages and 
inner liners collected in accordance 
with part 1317 of this chapter shall only 
be stored at the registered location in 
a securely locked, substantially con-
structed cabinet or a securely locked 
room with controlled access, except as 
authorized by § 1317.80(d). 

(d) This section shall also apply to 
nonpractitioners authorized to conduct 

research or chemical analysis under 
another registration. 

(e) Thiafentanil, carfentanil, 
etorphine hydrochloride and 
diprenorphine shall be stored in a safe 
or steel cabinet equivalent to a U.S. 
Government Class V security con-
tainer. 

[39 FR 3674, Jan. 29, 1974, as amended at 39 
FR 17838, May 21, 1974; 54 FR 33674, Aug. 16, 
1989; 62 FR 13957, Mar. 24, 1997; 79 FR 53562, 
Sept. 9, 2014; 81 FR 58839, Aug. 26, 2016] 

§ 1301.76 Other security controls for 
practitioners. 

(a) The registrant shall not employ, 
as an agent or employee who has access 
to controlled substances, any person 
who has been convicted of a felony of-
fense relating to controlled substances 
or who, at any time, had an application 
for registration with the DEA denied, 
had a DEA registration revoked or has 
surrendered a DEA registration for 
cause. For purposes of this subsection, 
the term ‘‘for cause’’ means a sur-
render in lieu of, or as a consequence 
of, any federal or state administrative, 
civil or criminal action resulting from 
an investigation of the individual’s 
handling of controlled substances. 

(b) The registrant shall notify the 
Field Division Office of the Adminis-
tration in his area, in writing, of the 
theft or significant loss of any con-
trolled substances within one business 
day of discovery of such loss or theft. 
The registrant shall also complete, and 
submit to the Field Division Office in 
his area, DEA Form 106 regarding the 
loss or theft. When determining wheth-
er a loss is significant, a registrant 
should consider, among others, the fol-
lowing factors: 

(1) The actual quantity of controlled 
substances lost in relation to the type 
of business; 

(2) The specific controlled substances 
lost; 

(3) Whether the loss of the controlled 
substances can be associated with ac-
cess to those controlled substances by 
specific individuals, or whether the loss 
can be attributed to unique activities 
that may take place involving the con-
trolled substances; 

(4) A pattern of losses over a specific 
time period, whether the losses appear 
to be random, and the results of efforts 
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taken to resolve the losses; and, if 
known, 

(5) Whether the specific controlled 
substances are likely candidates for di-
version; 

(6) Local trends and other indicators 
of the diversion potential of the miss-
ing controlled substance. 

(c) Whenever the registrant distrib-
utes a controlled substance (without 
being registered as a distributor as per-
mitted in §§ 1301.13(e)(1), 1307.11, 1317.05, 
and/or 1317.10 of this chapter), he/she 
shall comply with the requirements 
imposed on non-practitioners in 
§ 1301.74(a), (b), and (e). 

(d) Central fill pharmacies must com-
ply with § 1301.74(e) when selecting pri-
vate, common or contract carriers to 
transport filled prescriptions to a re-
tail pharmacy for delivery to the ulti-
mate user. When central fill phar-
macies contract with private, common 
or contract carriers to transport filled 
prescriptions to a retail pharmacy, the 
central fill pharmacy is responsible for 
reporting in-transit losses upon dis-
covery of such loss by use of a DEA 
Form 106. Retail pharmacies must com-
ply with § 1301.74(e) when selecting pri-
vate, common or contract carriers to 
retrieve filled prescriptions from a cen-
tral fill pharmacy. When retail phar-
macies contract with private, common 
or contract carriers to retrieve filled 
prescriptions from a central fill phar-
macy, the retail pharmacy is respon-
sible for reporting in-transit losses 
upon discovery of such loss by use of a 
DEA Form 106. 

[36 FR 7778, Apr. 24, 1971, as amended at 36 
FR 18731, Sept. 21, 1971; 37 FR 15919, Aug. 8, 
1972. Redesignated at 38 FR 26609, Sept. 24, 
1973; 47 FR 41735, Sept. 22, 1982; 56 FR 36728, 
Aug. 1, 1991; 62 FR 13957, Mar. 24, 1997; 68 FR 
37409, June 24, 2003; 70 FR 47097, Aug. 12, 2005; 
79 FR 53562, Sept. 9, 2014] 

§ 1301.77 Security controls for freight 
forwarding facilities. 

(a) All Schedule II–V controlled sub-
stances that will be temporarily stored 
at the freight forwarding facility must 
be either: 

(1) stored in a segregated area under 
constant observation by designated re-
sponsible individual(s); or 

(2) stored in a secured area that 
meets the requirements of Section 

1301.72(b) of this Part. For purposes of 
this requirement, a facility that may 
be locked down (i.e., secured against 
physical entry in a manner consistent 
with requirements of Section 
1301.72(b)(3)(ii) of this part) and has a 
monitored alarm system or is subject 
to continuous monitoring by security 
personnel will be deemed to meet the 
requirements of Section 1301.72(b)(3) of 
this Part. 

(b) Access to controlled substances 
must be kept to an absolute minimum 
number of specifically authorized indi-
viduals. Non-authorized individuals 
may not be present in or pass through 
controlled substances storage areas 
without adequate observation provided 
by an individual authorized in writing 
by the registrant. 

(c) Controlled substances being trans-
ferred through a freight forwarding fa-
cility must be packed in sealed, un-
marked shipping containers. 

[65 FR 44678, July 19, 2000; 65 FR 45829, July 
25, 2000] 

EMPLOYEE SCREENING—NON- 
PRACTITIONERS 

§ 1301.90 Employee screening proce-
dures. 

It is the position of DEA that the ob-
taining of certain information by non- 
practitioners is vital to fairly assess 
the likelihood of an employee commit-
ting a drug security breach. The need 
to know this information is a matter of 
business necessity, essential to overall 
controlled substances security. In this 
regard, it is believed that conviction of 
crimes and unauthorized use of con-
trolled substances are activities that 
are proper subjects for inquiry. It is, 
therefore, assumed that the following 
questions will become a part of an em-
ployer’s comprehensive employee 
screening program: 

Question. Within the past five years, have 
you been convicted of a felony, or within the 
past two years, of any misdemeanor or are 
you presently formally charged with com-
mitting a criminal offense? (Do not include 
any traffic violations, juvenile offenses or 
military convictions, except by general 
court-martial.) If the answer is yes, furnish 
details of conviction, offense, location, date 
and sentence. 
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