REGIS%

IVERSITY,

MEMORANDUM
To: Provost Patricia Ladewig; Academic Dean Janet Houser and Dean Rod Carter
From: Erika M. Hollis, VP and General Counsel
Date: June 27, 2014
Re: Legality of Marijuana Research
INTRODUCTION

Colorado is one of twenty states that have passed laws that allow marijuana to be used for medical
purposes. Colorado is one of two states that have passed laws that decriminalize the possession of small
amounts of marijuana and create a regulatory system for production, precessing and sale.

With these changes to Colorado’s legal system, we have received inquiries from faculty members about
their ability to conduct marijuana-related research. Colorado’s General Assembly has also recently
approved funding marijuana-related research.

ISSUES
1. Can Regis University conduct marijuana—retated research? If so, what are the guidelines for such
research?
2, What are Regis University’s mission related considerations for such research?
ANALYSIS

A. Federal Legal Framework for Marijuana-Related Research

The Controlled Substance Act creates a comprehensive federal framework that categorizes drugs and
other controlled substances into five “schedules.” At the high end of the spectrum, and most tightly
regulated, are Schedule | controlled substances, which are those substances that: (1) have a high potential
for abuse; (2) have no currently accepted medical use in treatment in the United States; and (3) have a lack
of accepted safety under medical supervision.

Last year, a federal court recognized that “there is a serious debafe in the United States over the efficacy of
marijuana for medicinal uses,” hut nonetheless upheld the Drug Enfoercement Agency’s refusal to change
marijuana’s classification as a Schedule | controlled substance. As such, itis illegal under federal law for
any person to import, manufacture, distribute, possess, or use marijuana. The Department of Justice
recently issued a memorandum denying that “any state or local law provides a legal defense to a violation
of federal law, including any civil or criminal provision of the [Controlled Substance Act].”
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Under the federal Drug Free Schoels and Communities Act, institutions of higher education have an
obligation fo comply with federal drug laws as a condition of receiving grant funding or other financial
assistance under any federal program. See 20 U.8.C. 1011i.

Consequenily, conducting unapproved marijuana-related research would adversely affect the Regis
University’s ability to seek federal research funding or federal financial aid. To prevent this possibility, all
marijuana-related research must be conducted in strict compliance with federal, state, and local law,

Notwithstanding the Controlled Substance Act’s general prohibition upon any marijuana- related activities,
federal law provides the Food and Drug Administration with the ability to approve research using Schedule
| controlled substances. Currently, across the United States, more than 100 researchers have obtained
registrations to conduct marjuana-related research, including clinical studies involving smoked marijuana.

The process by which a researcher obtains permission to conduct marijuana-related research varies
according to the nature of the study:

1. Human Subjects — Under federal law, a researcher who wishes to use marijuana in
research involving human subjects must;

Submit an Investigational New Drug application to the FDA.

Obtain a registration from the Drug Enforcement Administration.

Obtain approval from the appropriate Institutional Review Board.

Receive a determination from the Department of Health and Human Services that the
investigator is qualified and the proposed research has merit.

e. Acquire the drug from the National Institute on Drug Abuse’s approved source.

f. Follow DEA regulations and guidelines for storage and prescription.
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2. Human Observational Studies — Human observational studies are those where subjects use
marijuana, but the researcher does not procure the marijuana for the subjects, the marijuana is not used
on the campus, and the marijuana is not consumed on the campus. For such human observational
studies, the researcher must:

a. Obtain approval from the appropriate IRB.

3. Animal Studies — A researcher who wishes to use marijuana in research involving
animal studies must:

a. Obtain a registration from the DEA.

b. Obtain approvals from the appropriate campus Institutional Animal Care and Use
Committee.

c. Acquire the drug from the NIDA approved source.

d. Follow DEA regulations and guidelines for storage and prescription.

4. Basic Research — For research that does not involve human subjects or animals, yet is
directed toward greater knowledge or understanding of the fundamental aspects of marijuana, the
researcher must:




a. Obtain a registration from the DEA.
b. Acqguire the drug from the approved source.
¢. Follow DEA regulations and guidelines for storage and prescription.

Because federal law prescribes these mechanisms for conducting marijuana-related research, they
are binding upon the Regis University.

The DEA regulations to obtain a registration and guidelines for storage are extensive and are
attached.

B. Research Funding

We have recently received questions refated to whether researchers may accept research funding
from private organizations or the State of Colorade, all of whom have an interest in marijuana research.
Answering those questions is difficult and depends upon the nature of the organization, the
mechanism by which the research is funded, the type of research that might be performed, any
potential restrictions upon the publication of the research, and whether the organization wishesto
claim any interest in intellectual property derived from the research. If you wish to discuss a particular
research funding proposal, please contact the Office of University Counsel.

C. Drug Sources and Limitations on Research

We recognize that the current system under which the federal agencies are willing to approve
marijuana-related research will limit the types of research that faculty members may legally perform.
For example, under the processes that we've described, researchers must obtain marijuana from
NIDA approved facilities. The University of Mississippi is the only currently approved NIDA facility.
Because the University of Mississippi does not produce the same strains of marijuana that are
prevalent in Colorado and used by many Colorado patients, there is not a clear pathway towards
conducting some forms of potentially valuable research related to Colorado strains of marijuana.

D. Mission Concerns

Pope Francis has recently expressed opposition to recreational drug use as follows:

The problem of drug use is not solved with drugs!” the Pope said at a conference in Rome. “Drug
addiction is an evil, and with evil there can be no yielding or compromise.”

http:/faww . nydailynews.com/news/world/pope-francis-tegalizing-recreational-drugs-article-
1.1837369#ixzz35shi. NCe4.

Therefore Regis would need to carefully examine any proposed research project to ensure it fits with
our mission.

In addition, Regis would need to evaluate what, if any access, it would permit students to have to the
research activities — such as work studies or graduate assistants.




MEMORANDUM

To: Erika Hollis

FroM: Eric Whytsell and Katie Calogero
DATE: 25 June 2014

RE: Marijuana Research

Requirements for Conducting Research on Marijuana

1. Application Process

For an institution of higher education to perform basic research on marijuana (i.e., research that
does not involve human or animal subjects), the institution must register with the DEA.

New research applicants must fill out DEA Form 225, found here:
http://www.deadiversion.usdoi. gov/dmgreg/index.html.

DEA Form 225 is available to fill out electronically, however, researchers that want to use
Schedule I drugs (which includes marijuana), must submit the Form in hard copy following the
protocol found in 21 C.F.R. § 1301.18 (attached).

Instructions for filling out Form 225 may be found here:
htp//www.deadiversion.usdoj.eov/drugres/reg apps/225/225 instruct.him

Note: In section 4 of the 225 application, the State License Number only applies to you if you
have a license to prescribe pharmaceuticals. If you do not have this license, leave the first entry
blank. In addition, the state of Colorado does not issue State Controlled Substance Licenses so
the second entry in section 4 needs to be left blank.

2. Security Measures

Approved rescarchers must follow the security requirements found in 21 C.F.R. § 1301.71-77
(attached) for the storage of controlled substances.

The process for obtaining a registration number can take from 4 to 8 weeks and may include a
visit from someone at the local DEA office to ensure that adequate security measures have been
implemented.

Per guidance given to another Colorado university from the local DEA office, so long as each
researcher has an individual cabinet, solely for his/her storage that is not transportable (i.e. small
two drawer cabinets should be bolted to the desk), which can be locked, chances are that will
meet the security requirements. In addition, the cabinet should be "substantially constructed”
which would exclude any storage cabinets with glass doors. The determination of whether a
researcher has met the intent of the security requirements rests solely on the interpretation of the
DEA Diversion Investigator when the pre-registration investigation is conducted.
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for the dispensing of controlled sub-
stances at the long term care facility,
the applicant must include with his/her
application for registration (DEA Form
224y an affidavit as to the existence of
the State authorization. Exact lan-
guage for this affidavit may be found
at the DEA Diversion Control Program
Web site, The affidavit must include
the following information:

(1) The name and title of the cor-
porate officer or official signing the af-
fidavit;

(2) The name of the corporation,
partnership or sole proprietorship oper-
ating the retail pharmacy;

(3) The name and complete address
(including city, state, and Zip code} of
the retail pharmacy,;

(4) The name and complete address
(including city, state, and Zip code) of
the long term care facility at which
DRA registration is sought;

(B) Certification that the named re-
tail pharmacy has been authorized by
the state Board of Pharmacy or licens-
ing agency to install and operate an
automated dispensing system for the
dispensing of contrelled substances at
the named long term care facility (in-
cluding the license or permit number,
if applicable),;

(6) The date on which the authoriza-
tion was isgued;

(7) Statements attesting to the fol-
lowing:

(i) The affidavit is submitied to ob-
tain a Drug Hnforcement Administra-
tion registration number;

(ii) If any material information is
false, the Administrator may com-
mence proceedings to deny the applica-
tion under section 304 of the Act (21
TU.8.C. 824{a));

(iil) Any false or frauvdulent material
information contained in this affidavit
may subject the person signing this af-
fidavit and the above-named corpora-
tion/partnership/business tc prosecu-
tion under secticn 403 of the Act (21
U.8.C. 843);

(8) Signature of the person author-
ized to sign the Application for Reg-
istration for the named retail phar-
macy;

(9} Notarization of the affidavit.

(d) The Administrator shall follow
the normal precedures for approving an
application to verify the statements in
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the affidavit. If the statements prove
to he falge, the Administrator may re-
voke the registration on the bagis of
section 804(a)1) of the Act (21 U.5.C.
824(a)(1)) and suspend the registration
immediately by pending revocation on
the basis of section 304(d) of the Act (21
U.8.C. 824(d)). At the same time, the
Administrator may seize and place
under seal all controlled substances
possessged by the applicant under sec-
tion 804(f) of the Act (21 U.5.C. 824()).
Intentional misuse of the affidavit pro-
gedure may subject the applicant te
prosscution for fraud under section
403¢a)(4) of the Act (21 U.8.C. 843(a)(4)),
and obtaining controlled substances
through registration by Ifraudulent
means may subject the applicant to
prosecution under section 403(a)(3) of
the Act (21 U.8.C. B43(a)3}). The pen-
alties for conviction of either cffense
include imprisonment for up to 4 years,
a fine not exceeding $30,000 or woth.

[62 F'R 135949, Mar. 24, 1987, as amended at; 70
FR 25465, May 13, 2006]

§1301.18 Research protocols.

(a) A protocol toc conduct research
with controlled substances listed in
Schedulse I shall be in the following
form and contain the following infor-
mation where applicable:

(1) Investigator:

(1) Name, address, and DEA registra-
tion number; if any.

(ii) Ingtitutional affiliation.

(iii) Qualifications, including a cur-
riculum vitae and an appropriate bibli-
ography (list of publications).

(2) Research project:

(i) Title of project.

(1i) Statement of the purpose.

(iiiy Name of the controlled sub-
gtances or substances involved and the
amount of each needed.

(iv) Description of the research %o be
conducted, including the number and
species of research subjects, the dosage
to be administered, the route and
method of administration, and the du-
ration of the project.

(v) Location where the research will
he conducted.

{vi) Statement of the gecurity provi-
gions for storing the controlled sub-
gtances (in accordance with §1301.75)
and for dispensing the controlled sub-
gtances in order to prevent diversion.
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(vil) If the investigator desires to
manufacture or import any conirolled
substance listed in paragraph (a)(2)(iii)
of this section, a statement of the
quantity to be manufactured or im-
ported and the sources of the chemicals
to be used or the substance to be im-
ported.

(3) Authority:

(i) Institutional approval.

(i1} Approval of a Human Research
Committee for human studies.

(1ii) Indication of an approved active
Notice of Claimed Investigational Ex-
emption for a New Drug (number).

{iv) Indication of an approved funded
grant {number), if any.

{b) In the case of a c¢linical investiga-
tion with confrolled substances listed
in Schedule I, the applicant shall sub-
mit three copies of a Notice of Claimed
Investigaticnal Exemption for a New
Drug (IND) together with a statement
of the security provisions (as pro-
geribed in paragraph {a)2¥(vi) of this
section for a research protocol) to, and
have such submission approved by, the
Food and Drug Administration as re-
quired in 21 U, 8.C. 355(1) and §130.3 of
this title. Submission of this Notice
and statement to the Food and Drug
Administration shall he in lieu of a re-
search protocel to the Administration
a8 required in paragraph (a) of this sec-
tion. The applicant, when applying for
registration with the Administration,
shall indicate that such notice has
been submitted to the Food and Drug
Administration by submitting to the
Administration with his/her DEA Form
225 three copies of the following certifi-
cate:

Ihereby certify thaton
{(Date), pursuant tc 21 U.S.C. 355(i) and 21
CFR 1303, I, (Name and
Address of IND Sponser) submitted a Notice
of Claimed Investigational Bxemption for a
New Drug (IND) to the Food and Drug Ad-
minigtraticn for:

{Name of Investigational Drug).

(Date)

{Signature of Applicant).

(¢} In the event that the registrant
desires 10 increase the quantity of a
controlled substance used for an ap-
proved research project, he/she shall
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submit a request to the Registration
Unit, Drug Enforcement Administra-
tion, by registered mail, return receipt
requested. Ses the Table of DEA Mail-
ing Addresses in §1321.01 of this chapter
for the current mailing address. The re-
guest shall contain the following infor-
mation: DBA registration number;
name of the controlled substance or
substances and the guantity of each
authorized in the approved protocol;
and the additional quantity of each de-
gired. Upon return of the receipt, the
regigtrant shall be anthorized to pur-
chage the additional quantity of the
contrelled substance or substances
specified in the request. The Adminis-
tration shall review the letter and for-
ward it 0 the Food and Drug Adminis-
tration together with the Administra-
tion comments. The Food and Drug Ad-
ministration shall approve or deny the
request as an amendment to the pro-
tocol and 80 notify the registrant. Ap-
proval of the letter by the Food and
Drug Administration shall authorize
the registrant to use the additional
duantity of the controlled substance in
the research project.

{d) In the event the registrant desires
to conduct research beyvond the wvari-
ations provided in the registrant's ap-
proved protocol (excluding any in-
crease in the guantity of the controlled
substance requested for his/her re-
gearch project ag outlined in paragraph
(c) of this section), he/she shall submit
three copies of a supplemental protocol
in accordance with paragraph (a) of
this section describing the new re-
gearch and omitting information in the
supplemental protocol which has heen
stated in the original protocol. Supple-
mental protocols shall be processed and
approved or denied in the same manner
as original research protocols.

{62 FR 13545, Mayr. 24, 1897, as amended at 75
FR 10676, Mar, 9, 2010)

§1301.19 Special requirements for on-
line pharmacies.

(a) A pharmacy that hag been issued
a registration under §1301.13 may re-
quest that the Administrator modify
its registration to authorize the phar-
macy to dispense controlied substances
by means of the Internet as an online
pharmacy. The Administratcr may
deny an application for a modification
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(2) The name, address, registration
number, and authorized business activ-
ity of the person acquiring the business
(registrant-transferee);

(8) Whether the business activities
will be continued at the location reg-
istered by the person discontinuing
business, or moved to another location
fif the latter, the address of the new lo-
cation should be listed),

(4) Whether the registrant-transferor
has a guota to manufacture or procure
any controlled substance listed in
Schedule I or II (if so, the bagic clage or
clags of the substance should be indi-
cated); and

(b) The date on which the transfer of
controlled substances will cceur,

{e) Unless the registrant-transferor is
informed by the Special Agent in
Charge, before the date on which the
transfer was stated to oceur, that the
transfer may not occur, the registrant-
transferor may distribute (without
being registered to distribute) con-
trolled substances in his/her possession
to the registrant-transferee in accord-
ance with the following:

(1) On the date of transfer of the con-
trolled substances, a complete inven-
tory of all controlled substances being
transferred shall be taken in accord-
ance with §1304.11 of this chapter. This
inventory shall serve as the final in-
ventory of the registrant-transferor
and the initial inventory of the reg-
istrant-transferee, and a copy of the in-
ventory shall be included in the records
of each person, It ghall not be nec-
esgary to file a copy cof the inventory
with the Administration unless re-
guested by the Bpecial Agent in
Charge. Transfers of any substances
listed in SBchedule T or II shall require
the use of order forms in accordance
with part 1305 of this chapter.

(2) On the date of transfer of the con-
trolled substances, all records required
to be kept by the registrant-transferor
with reference to the controlled sub-
stances being tranesferred, under part
1304 cf this chapter, shall be trans-
ferred to the registrant-transferee. Re-
sponsibility for the accuracy of records
prior to the date of transfer remains
with the transferor, but responsibility
for cugtody and maintenance shall be
upon the transferee.
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(3) In the case of registrants required
to make reports pursuant to part 1304
of this chapter, a report marked
“Final” will be prepared and submitted
by the registrant-transferor showing
the dizposition of all the controlled
substances for which a report is re-
quired; no additional report will be re-
guired from him, if no further trans-
actiong involving contrclled substances
are consummated by him. The initial
report of the registrant-transferee
shall account for transactions begin-
ning with the day next succeeding the
date of discontinuance or transfer of
business by the transferor-reglgtrant
and the substances transgferred to him
ghall be reported as receipts in his/her
initial report.

[62 FR 13857, Mar. 24, 1997, as amended at 74
FR 15623, Apr. 6, 2009; 75 FR 10676, Mar. 9,
2010; 76 FR 61564, Oct. 5, 2011]

SECURITY REQUIREMENTS

§1301.71 Security requirements gen-
erally.

(&) All applicants and registrants
ghall provide effective controls and
procedures to guard against theft and
diversion of contrelled substances. In
order to determine whether a reg-
istrant has provided effective controls
against diversion, the Administrator
shall use the security requirements set
forth in §§1301.72-1301.76 as standards
for the phyeical security controls and
operating procedures necessary to pre-
vent diversion. Materials and construc-
tion which will provide a structural
equivalent to the physical security
controls set forth in §§1301.72, 1301.73
and 130L.75 may be used in lieu of the
materials and construction described
in those sections.

(b) Substantial compliance with the
standards set forth in §§1301.72-1301.76
may be deemed sufficient by the Ad-
ministrator after evaluation of the
overall security system and needs of
the applicant or registrant. In evalu-
ating the overall security system of a
registrant or applicant, the Adminis-
trator may consider any of the fol-
lowing factors as he may deem relevant
to the need for strict compliance with
security requirements:
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(1) The type of activity conducted
(e.g., processing of bulk chemicals, pre-
paring dosage forms, packaging, label-
ing, cooperative buying, etc.);

(2) The type and form of controlled
suzbstances handled (e.g., bulk liquids
or dosage units, usable powders or non-
usable powders);

(3) The quantity of controlled sub-
stances handled;

(4) The location of the premises and
the relationship such location hears on
security needs;

{6y The type of building construction
comprising the facility and the general
characteristics of the building or buiid-
ings;

(8) The type of vault, safe, and secure
enclogures or other storage system
(e.g., automatic storage and retrieval
system) used;

{7y The type of closures on vaults,
safes, and secure enclosures;

(B) The adequacy of key control sys-
tems and/or combination lock conirol
sysbems;

(9) The adeguacy of electric detection
and alarm systems, if any including
uge of supervised transmittal lines and
standby power sources;

(10) The extent of unsupervised public
access to the facility, including the
presence and characteristics of perim-
eter fencing, if any,;

(11) The adeguacy of supervision over
employeas having access to manufac-
turing and storage areas;

(12) The procedures for handling busi-
ness guests, vigitors, maintenance per-
sonnel, and nonemployee service per-
sonnel;

(13) The availability of local police
protection or of the registrant’s or ap-
plicant’s security personnel;

(14) The adequacy of the registrant’s
or applicant’s system for monitoring
the receipt, manufacture, distribution,
and disposition of controlled sub-
stances in its operations; and

(15) The applicability of the security
requirements contained in all Federal,
State, and local laws and regulations
governing the management of waste.

(¢c) When physical security controls
become inadequate as a result of a con-
trolled substance being transferred to a
different schedule, or as a result of a
noncontrollied substance being listed cn
any schedule, or ag a result of a signifi-
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cant increage in the guantity of con-
trolled substances in the possession of
the regigtrant during normal business
operations, the physical security con-
trols shall ve expanded and extended
accordingly. A registrant may adjust
physical security controls within the
requirements set forth in §§1301.72-
1301.76 when the need for such controls
decreases as a result of a controlled
substance belng transferred to a 4dif-
ferent schedule, or a result of a con-
trolled substance being removed from
control, or as a result of a significant
decrease in the quantity of contrclled
substances in the possessicn of the reg-
istrant during normal business oper-
ations.

(d) Any registrant or applicant desir-
ing to determine whether a proposed
gecurity system substantially complies
with, or is the structural equivalent of,
the reguirements set forth in §§1301.72-
1301.76 may submit any plans, blue-
prints, sketches or other materials re-
garding the proposed security system
sither to the Special Agent in Charge
in the region in which the system will
he used, or to the Regulatory Section,
Drug Enforcement Administration. See
the Table of DEA Mailing Addresses in
§1321.01 of this chapter for the current
mailing address.

(e) Physical gecurity controls of loca-
tions registered under the Harrison
Narcotic Act or the Narcotics Manufac-
turing Act of 1960 on April 30, 1971,
shall be deemed to comply substan-
tially with the standards get forth in
§61301.72, 130173 and 130L.75. Any new
facilities or work or siorage arcas con-
structed or utilized for controlled sub-
stances, which facilities or work or
sborage areas have not been previously
approved by the Administration, shall
not necessarily be deemed to comply
substantially with the standards set
forth in §§1301.72, 1301.73 and 1301.75,
notwithstanding that such facilities or
work or storage areas have physical se-
curity controls similar to those pre-
viously approved by the Administra-
tion.

[36 FR 18729, Sept. 21, 1971. Redesignated ab
38 FR 26609, Sept. 24, 1873, and amended at 46
FR 28841, May 29, 1981; 47 FR 41735, Sept. 22,
1982; 51 FR 5319, Feb. 13, 1986; 68 FR 41288,
July 11, 2003; 75 FR 10877, Max, 9, 2010]
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§1301.72 Physical security controls for
non-practitioners; narcotic treat-
ment programs and compounders
for narcotic treatment programs;
storage areas.

(a) Schedules I and II. Raw material,
bulk materials awaiting further proc-
esging, and finished products which are
controlled substances listed in Sched-
ule I or IT (except GHE that is manu-
factured or distributed in accordance
with an exemption under section 505(1)
of the FFDCA which shall be subject to
the requirements of paragraph (k) of
this section) shall be stored in one of
the following secured areas:

(1) Where small guantities permit, a
zafe or steel cabinet;

(i) Which safe or steel cabinet shall
have the following specifications or the
equivalent: 30 man-minutes against
surreptitious entry, 10 man-minutes
against forced entry, 20 man-hours
against lock manipulation, and 20 man-
hours against radiological technigues;

(11) Which safe or steel cabinset, if it
weighs less than 750 pounds, is bolted
or cemented te the floor or wall in such
a way that it canmnot be readily re-
moved: and

(ii1) Which gafe or steel cabinet, if
necessary, depending upon the dquan-
tities and type of controlled substances
stored, is equipped with an alarm sys-
tem which, upon attempted unauthor-
ized entry, shall transmit a signal di-
rectly 10 a central protection company
or a local or State police agency which
has a legal duty to respond, or a 24-
hour contrel station operated by the
registrant, or such other protection as
the Administrator may approve.

(2} A wvault constructed befors, or
under consgtruction on, September 1,
1971, which is of substantial construc-
tion with a steel door, combination or
key lock, and an alarm system; or

(3} A vault constructed after Sep-
tember 1, 1971:

(i) The walls, floors, and ceilings of
which vault are constructed of at least
8 inches of reinforced concrete or other
substantial masonry, reinforced
vertically and horizontally with Ye-inch
steel rods tied 6 inches on center, or
the structural equivalent to such rein-
forced walls, floors, and ceilings;

(ii) The door and frame unit of which
vault shall conform to the following

48

21 CER Ch. 1l {4-1-14 Edlition}

specifications or the equivalent: 30
man-minutes against surreptitious
entry, 10 man-minutes against forced
entry, 20 man-hours against lock ma-
nipulation, and 20 man-hours against
radiclogical techniques;

(iii) Which wvault, if operations re-
quire it to remain open for frequent ac-
cese, is equipped with a “‘day-gate”
which is gelf-closing and self-locking,
or the equivalent, for use during the
hours of operation in which the vault
door is open;

(iv) The walls or perimeter of which
vault are equipped with an alarm,
which upon unauthorized entry shall
fransmit a signal directly to a central
station protection company, or a local
or State police agency which has a
legal duty to respond, or a 24-hour con-
trol station operated by the registrant,
or such other protection as the Admin-
istrator may approve, and, if nec-
essary, holdup buttons at strategic
points of entry to the perimeter area of
the vault;

{v) The dcor of which wvault is
equipped with contact switches; and

(vl) Which vault has one of the fol-
lowing: Complete electrical lacing of
the walls, floor and ceilings; sensitive
ultrasonic equipment within the vault;
a sengltive sound accumulator system;
or such other device designed to detect
illegal entry as may be approved by the
Administration.

(b) Schedules IIl, IV and V. Raw matbe-
rial, bulk materials awaiting further
processing, and finished products which
are controlled substances listed in
Schedules IIL, TV, and V, and GHB when
it is manufactured or distributed in ac-
cordance with anh exemption under sec-
tion 505(1) of the FFDCA, shall he
stored in the following secure storage
areas:

(1) A safe or steel cabinet as de-
goeribed in paragraph (a)(1) of this sec-
tion;

(2) A vault as described in paragraph
(a)2) or (3) of this section egquipped
with an alarm system as described in
paragraph (H)(4)(v) of this section;

3y A hbuilding used for storage of
Schedules 1T through V controlled sub-
stances with perimeter security which
limits access during working hours and
provides security after working hours
and meets the following specifications:
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(i) Has an electronic alarm system as
deseribed in paragraph (b}(4)(v) of this
section,

(i1) Is equipped with self-closing, seli-
locking doors constructed of substan-
tial material commensurate with the
type of building construction, provided,
however, a door which is kept closed
and locked at all times when not in use
and when in use is kept under direct
obgervation of a responsible employee
or agent of the registrant is permitted
in lien of a self-closing, self-locking
door. Doors may be sliding or hinged.
Regarding hinged doors, where hinges
are mounted on the outside, such
hinges shall be sealed, welded or other-
wige constructed to inhibit removal.
Locking devices for such doors shall be
either of the multiple-position com-
bination or key lock type and:

() In the case of key locks, shall re-
quire key control which limits access
to a limited number of employees, or;

(b) In the case ¢f combination locks,
the combinaticn shall be limited to a
minimum number of employees and
can be changed upon termination of
employment of an employee having
knowledge of the combination;

(4) A cage, located within a building
on the premises, meeting the following
specifications:

(1) Having walls constructed of not
less than No. 10 gauge steel fabric
mounted on steel posts, which posts
are:

(o) At least one inch in diameter;

(b} Set in concrete or installed with
lag bolts that are pinned or brazed; and

(c) Which are placed no more than
ten feet apart with horizontal one and
one-half inch reinforcements every
sixty inches;

(ii) Having a meash construction with
openings of not more than twe and one-
half inches across the square,

(iiil) Having a ceiling constructed of
the same material, or in the alter-
native, a cage shall be erected which
reaches and is securely attached to the
structural ceiling of the building. A
lighter gauge mesh may be used for the
ceilings of large enclosed areas if walls
are at least 14 feet in height,

(iv} Is equipped with a door con-
structed of No. 10 gauge steel fabric on
a metal door frame in a metal door
flange, and in all other respects con-
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forms to all the requirements of 21 CFR
13017231, and

(v) Is equipped with an alarm system
which upon unauthorized entry shall
transmit a signal directly to a central
station protection agency or a local or
state police agency, each having a
legal duty to respond, or to a 24-hour
control station operated by the reg-
igtrant, or to such cther source of pro-
tection as the Administrator may ap-
prove;

(5) An enclosure of masonry or other
material, approved in writihg by the
Administrator as providing security
comparable to a cage;

(6) A building or enclesure within a
building which has been inspected and
approved by DEA or its predecessor
agency, BND, and continues to provide
adequate security against the diverasion
of Schedule III through V centrolled
substances, of which fact written ac-
knowledgment hag been made by the
Special Agent in Charge of DEA for the
area in which such building or enclo-
sure is situated;

{7) 8Such other secure storage areas as
may be approved by the Administrator
after consgidering the factors listed in
§1301.71(h);

@1y Schedule IIT through V con-
trolled substances may be stored with
Schedules 1 and II controlled sub-
stances under security measures pro-
vided by 21 CFR 1301.72(a);

{ii} Non-controlled drugs, substances
and other materials may be stored with
Schedule IIT through V contrelled sub-
stances in any of the secure storage
areas required by 21 CFR 1301.72(b),
provided that permission for such stor-
age of non-controlled items is obtained
in advance, in writing, from ths Bpe-
cial Agent in Charge of DEA for the
area in which such storage area is gitu-
ated. Any such permission tendered
must be upon the Special Agent in
Charge’s written determination that
such non-segregated storage does not
diminish security effectiveness for
Schedules II1 through V controlled suhb-
stances.

(c) Multiple storage areas. Where sev-
eral types or classes of controlled sub-
gtances are handled separately by the
registrant or applicant for different
purposes (e.g., returned goods, or goods
in process), the controlled substances
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may be stored separately, provided
that each storage area complies with
the requirements set forth in this sec-
tion.

(d) Accessibility to storage areas. The
controlled substances storage areas
shall be accessible only to an absolute
minimum number of specifically au-
thorized employees, When it is nec-
egsary for employee maintenance per-
sonnel, nonemplovee maintenance per-
sonnel, buginess guests, or visitors to
be present in or pass through con-
troiled substances storage areas, the
regigtrant shall provide for adeguate
observation of the area by an emplovee
specifically authorized in writing,

[36 FR 18730, Sept. 21, 1971, Redesignated at
38 FR 26608, Sept. 24, 1973]

EDITORIAL NOTE: For FEDERAL REGISTER ol
tations affecting §1301.72, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed velume
and ab www fasys.gov,

$1301.73 Physical security controls for
non-practitioners; compounders for
narcotic treatment programs; man-
ufacturing and compounding areas.

All manufacturing activities (includ-
ing processing, packaging and labeling)
involving controlled substances listed
in any schedule and all activities of
compounders shall be conducted in ac-
cordance with the following:

(a) All in-process substances shall be
returned to the controlled substances
storage area at the fermination of the
process. If the process 18 not termi-
nated at the end of a workday (except
where a continuous progess or other
normal manufacturing operation
should not be interrupted), the proc-
eseing area or tanks, vesgels, bins or
hulk containers containing such sub-
stances shal! be securely locked, with
adequate security for the area or build-
ing. If such security requires an alarm,
such alarm, upon unauthorized entry,
shall transmit a gignal directly to a
central station protection company, or
local or state police agency which has
a legal duty toc respond, or a 24-hour
control station operated by the reg-
igtrant,

() Manufacturing activities with
controlled substances shall be con-
ducted in ah area or areas of clearly de-
fined limited access which is under sur-
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veillance by an employee or employees
designated in writing as responsible for
the area. “Limited access’ may be pro-
vided, in the absence of physical divid-
ers such as walls or partitions, by traf-
fic contrel lines or restricted space des-
ignation. The emplovee designated as
respongible for the area may be en-
gaged 1n the particular manufacturing
operatlon being conducted: Provided,
That he is able te provide continuous
surveillance of the area in order that
unauthorized persons may not enter or
leave the area without his knowledge.

{¢) During the production of con-
trolled substances, the manufacturing
areas shall be accessible to only those
employees required for efficient oper-
ation. When it is necessary for em-
ployee maintenance pergonnel, non-
employee maintenance personnel, busi-
ness guests, or visitors to be present in
or pass through manufacturing areas
during production of controlled sub-
gtances, the registrant shall provide far
adequate obgervation of the area by an
employee specifically authorized in
writing.

{36 PR 18731, Sept. 21, 1971. Redesignated at
38 PR 26608, Sept. 24, 1973 and amended at 39
FR 37584, Oot, 25, 1974]

§$1301.74 Other security controls for
non-practitioners; narcotic {ireat-
ment programs and compounders
for narcotic treatment programs.

(a) Before distributing a controlied
substance to any person who the reg-
istrant does nct know o be registered
to possess the controlled substance, the
registrant shall make a good faith in-
quiry either with the Administration
or with the appropriate State con-
trolled substances registiration agency,
if any, to determine that the person is
registered to possess the controlled
suhstance.

() The registrant shall design and
operate a system to disclose to the reg-
istrant suspicious orders of controlled
substances. The registrant shall inform
the Field Division Office of the Admin-
igtration in his area of suspicious or-
ders when discovered by the registrant.
Suspicicus orders include orders of un-
usual sirze, orders deviating substan-
tially from a normal pattern, and or-
ders of unusual frequency.
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(¢) The registrant shall netify the
Fleld Division Office of the Adminig-
tration in his area, in writing, of any
theft or significant loss of any con-
trolled substances within one business
day of digcovery of the theft or loss.
The supplier is responsible for report-
ing all in-transit losses of contrcolled
substances by the common or contract
carrier selected pursuant to paragraph
(&) of this gection, within one business
day of discovery of such theft or loss.
The registrant shall also complete, and
submit to the Field Division Office in
his arsa, DEA Form 106 regarding the
theft or loss. Thefts and significant
losses must be reported whether or not
the controlled substances are subse-
guently recovered or the responsible
parties are identified and action taken
againgt them. When determining
whether a loss is significant, a reg-
istrant should congider, among cthers,
the following factors:

(1) The actual quantity of controiled
substances lost in relation tc the type
of business;

(2) The specific controlled substances
lost;

(3) Whether the loss of the controlled
subgtances can be assoclated with ac-
cess to those controlled substances by
specific individuals, or whether the loss
can he 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
taken to resolve the losses; and, if
known,

{b) Whether the specific contrelled
substances are likely candidates for di-
vergion;

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

{d) The registrant shall not dis-
tribute any controlled substance listed
in Schedules II through V as a com-
plimentary sample to any potential or
current customer (1) without the pricr
written request of the customer, (2) to
be used only for satisfying the legiti-
mate medical needs of patients of the
customer, and (3) only in reascnable
gquantities. Such request must contain
the name, address, and registration
number of the customer and the name
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and quantity of the specific controlled
substance desired, The request shall be
preserved by the registrant with cther
records of distribution of controlled
substances. In addition, the require-
ments of part 1305 of the chapter shall
be complied with for any distribution
of a contrclled substance listed in
Schedule II. For purpeses of this para-
graph, the term ‘“customer’” includes a
persch to whom a complimentary sam-
ple of a substance is given in order to
encourage the prescribing or recom-
mending of the substance by the per-
son.

{8) When shipping controlled sub-
stances, a registrant is responsible for
selecting comrmon or contract carriers
which provide adequate security to
guard against in-transit losses. When
storing controlled substances in a pub-
lic warehouse, a registrant is respon-
gible Zfor selecting a warehouseman
which will provide adeqguate security to
guard against storage losses; wherever
possgible, the registrant shall store con-
trolled substances in a public ware-
house which complies with the require-
ments set forth in §1301.72. In addition,
the registrant shall employ pre-
cautions (e.g., assuring that shipping
containers do not indicate that con-
tents are controlled substances) to
guard against storage or in-transit
losses.

() When distributing controlled sub-
stances through agents {e.g.,
detailmen}, a registrant is responsible
for providing and requiring adequate
security to guard against theft and di-
version while the substances are being
stored or handled by the agent or
agents.

(g) Before the initial distribution of
carfentanil etorphine hydrochleoride
andsor diprenorphine o any person, the
registrant must verify that the person
is authorized to handle the sub-
stances(z) by contacting the Drug En-
forcement Administration,

(h) The acceptance of delivery of nar-
cotic substances by a narcotic treat-
ment program ghall be made only by a
licensed practitioner employed at the
facility or other authorized individuals
degignated in writing. At the time of
delivery, the licensed practitioner or
other authorized individual designated
in writing (excluding persons currently
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or previously dependent on narcotic
drugs), shall sign for the narcotics and
place his specific title (if any) on any
invoice. Copies of these signed invoices
shall be kept by the distributor.

(i) Narcotics dispensed or adminis-
tered at a narcotic treatment program
will be dispensed or administered di-
rectly to the patient by sither (1) the
licensed practiticner, (2) a reglstered
nurse under the direction of the 1i-
censed practitioner, (3) a licensed prac-
tical nurse under the direction of the
licensed practitioner, or (4) a phar-
macist under the direction of the li-
censed practitioner.

(j) Persons enrolled in a narcotic
treatment program will be required to
wait in an area physically separated
from the narcotic storage and dis-
pensing area. This requirement will be
enforced by the program physician and
employees.

(k) All narcotic treatment programs
must comply with standards estab-
lished by the Secretary of Hesalth and
Human Services (after consultation
with the Administration) respecting
the guantities of narcotic drugs which
may be provided to persons enrolled in
a narcotic treatment program for unsu-
perviged use.

(1} DEA may exercise discretion re-
garding the degree of security required
in narcotic treatment programs bhased
on such factors as the location of a pro-
gram, the number of patients enrolled
in a program and the number of physi-
cians, staff membsrs and securlty
guards. Similarly, such factors will he
taken inte consideration when evalu-
ating existing security or requiring
new security at a narcotic treatment
program.

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

EDITORIAL NOTE: For FEDRRAL REGISTER cl-
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.fdsys.gov.

§1301.795 Physical security controls for
practitioners.

(a) Controlled substances listed in
Schedule I shall be stored in a secursly
locked, substantially constructed cabi-
net.
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(k) Controlled substances listed in
Schedules II, III, IV, and V shall be
gtored in a gecurely locked, substan-
tially constructed cabinet. However,
pharmacies and institutional practi-
tioners may disperse such substances
throughout the stock of noncontrolied
substances in such a manner as to ob-
struct the theft or diversion of the con-
trolled substances.

(¢) This section shall alsc apply to
nonpractitioners authorized to conduct
regearch or chemical analysis under
another registration.

(d) Carfentanil etorphine hydro-
chloride and diprenorphine shall bhe
stored in a safe or steel cabinet equiva-
lent to a U.8. Government Class V se-
curity container.

[3% FR 3874, Jan, 29, 1974, as amended at 3%
FR 17838, May 21, 1874; 54 FR 33674, Aug. 16,
1888; 62 'R 13957, Mar. 24, 1997]

§1301.76 Other security controls for
practitioners.

(a) The registrant shall not employ,
as an agent or employee who hag acoess
to contreclled 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 individuals
handling of controlled substances.

(h) The registrant sghall 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 alsc complete, and
submit to the Field Division Office in
hig 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 guantity of controlled
substances lost in relation to the type
of business;

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

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

{b) Whether the specific controlled
substances are liksly candidates for di-
version;

(6} Liocal 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
permitted in  §1301.13(eX1} and/or
§§1307.11-1307.12} he/she sghall 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 contrach with private, common
or contract carriers to transport filled
prescriptions to a retail pharmacy, the
central fill pharmacy 1s responsible for
reporting in-transit losses upon dis-
covery of such loss by use ¢f 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 fillad
prescriptions frem 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 146,

[36 FR 7778, Apr. 24, 1971, as amended at 36
FR 18731, Sept. £1, 1971; 37 FR 15919, Aug. 8,
1972. Redesignated at 38 FR 26600, Sept. 24,
1973; 47 FR 41735, Sept. 22, 1982; 56 FR 36728,
Aug. 1, 1891; 62 FR 13957, Mar. 24, 1997; 68 FR
37409, June 24, 2003; 70 FR 47087, Aug. 12, 2005]
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§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-
spongible individual{g); or

(2) stored in a secured area that
meets the requirements of Section
1301.72(b} of this Part. For purposes of
thig requirement, a facility that may
be locked down (ie., secured against
physical entry in a manner consistent
with requirements of Section
1301.72(b)(3)(1i) of this part) and has a
monitorad alarm system or is subject
t0 gontinuocus monitoring by security
personnel will be deemed to meet the
requirements of Section 1301.72(b)(3) of
this Part.

(by Access to controlied substances
must be kept to an absclute minimum
number of specifically authorized indi-
viduals. Nonr-authorized individuals
may not be present in or pass through
controlled substances storage areas
without adequate obsgervation provided
by an individual authorized in writing
by the regigtrant.

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

[65 FR 44578, July 19, 2000; 65 FR 45829, July
25, 2000]

EMPLOYEE SCOREENING—NON-
PRACTITIONERS

§1301.90 Employee screening proce-
dures.

It ig the position of DEA that the ob-
taining of certain information by non-
practitioners is vital %o fairly assess
the likelihcod of an smployee commit-
ting a drug security breach. The need
to know this information is a matter of
business necessity, esssential to overall
contrelled 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 inguiry. It is,
therefore, assumed that the following
questions will become a part of an em-
ployer’s comprehengive employee
gcreening program:




