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Diversion Control Division
Mission

To prevent, detect, and
Investigate the diversion of
controlled substances from
legitimate sources

while

Ensuring an adequate and
uninterrupted supply for
legitimate medical and
scientific purposes



The CSA’s
Closed System of Distribution

Manufacturer

Importer

Practitioner Distributor

Patient

Pharmacy



Maintaining the CSA’s
Closed System of Distribution

Scheduled
Investigations

Established
Schedules

Recordkeeping
Requirements

Registration

Security

Requirements Established

Quotas

-

ARCOS



Authority:

e Law

Controlled Substance Act
United States Code:
Title 21 Food & Drugs

* Regulations
Code of Federal Regulations

Title 21 Food & Drugs - Part 1300

* Policy
Policy response letters, Manuals, Postings
Rulemaking published in Federal Register



Introduction:

"he Law

"he Requlations which further define and

clarify the law

The Violation of the law

"he Penalties for the violation of the law




Law: 21 USC § 822(a)(1)

 Persons Required to Register:

“Every person who manufactures or distributes
any controlled substance or list | chemical, or
who proposes to engage In the manufacture or
distribution ...”



Law: 21 USC § 827

All DEA Registrants Must:

e Take and Keep Inventories

e Make and Kee
e Make and Kee

0 Records

0 Reports




Law: 21 USC § 827(a)(1)

e Inventories

— When registrant first engages in the
manufacture/distribution/dispensing

— Every second year thereafter

— Complete and accurate record of all stocks on hand



Law: 21 USC § 827(a)(3)

« “every registrant under this subchapter
manufacturing, distributing, or dispensing a
controlled substance...shall maintain, on a
current basis, a complete and accurate record
of each substance manufactured, received,
sold, delivered, or otherwise disposed of ...”

 Perpetual Inventory not required
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Law: 21 USC § 827(b)

 Auvailability of Records:

— Contain relevant information and be In a form as
required by regulation.

— Be In a form that is Readily Retrievable.
— Be kept and available for at least Two years.
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Law: 21 USC § 827(d)

 Periodic Reports

“Every Manufacturer...at such time...and In
such form as the Attorney General may require,
make periodic reports to the Attorney General of
every sale, delivery, or other disposal by him of
any controlled substance...”
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Law: 21 USC § 827(9g)

“Every registrant under this subchapter shall
be required to report any change of
professional or business address In such
manner as the Attorney General shall by
regulation require.”

— DEA needs to approve security at the new location
before you begin handling and storing controlled
substances there
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INVENTORIES



Inventories: 21 C.F.R. § 1304.11(a)

 |nventory Requirements:

— Complete and accurate record

— All substances “On Hand” (In possession of or
under the control of registrant) on the date the
Inventory Is taken

— Maintained In written, typewritten, or printed form
at the registered location

— May be taken beginning of business (BOB) or
close of business (COB)
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Initial Inventory
21 C.F.R. § 1304.11(b)

 Inventory of all stocks of controlled substances

— On the date: First engages in the manufacture,
distribution, or dispensing of controlled substances

— Should be labeled “Initial Inventory”

— Nothing on hand: Record “0”
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Biennial Inventory
21 C.F.R. § 1304.11(c)

 After the Initial Inventory

— New inventory at least every two years

— On any date which is within two years of the
previous Biennial Inventory date

— Should be labeled “Biennial Inventory”

— Nothing on hand: Record “0”
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Newly Controlled Substances
21 C.F.R. § 1304.11(d)

* For any newly controlled substance

— Inventory of all stocks on hand

— On the effective date of the rule
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Inventories
21 C.F.R. 8§ 1304.11(e)

(1) Inventories for Manufacturers
(2) Inventories for Distributors
(3) Inventories for Reverse Distributors

(4) Inventories for Importers & Exporters
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Inventories
21 C.F.R. 8§ 1304.11(e)

e For each controlled substance in finished form
Include:
— The name of the substance

— Each finished form of the substance (e.g. 10 mg
tablet)

— The number of units or volume of each finished
form in each commercial container (e.g. 100-tablet
bottle)

— The number of commercial containers of each such
finished form (e.g. four 100-tablet bottles)
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RECORDS



Required Records

e |nventories

e Receiving Records

e Distribution Records
e Theft & Loss

e Drug Destruction



Records
21 C.F.R. § 1304.21(a)

 Maintain on a Current Basls...

« Complete and Accurate record of each
substance...manufactured, imported, exported,
received, sold, delivered, or otherwise disposed of

« EXxcept no registrant is required to maintain a
perpetual inventory
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Separate Records
21 C.F.R. § 1304.04(f)(1)

Schedule | & 11

* Maintained separately from all of the records of
the registrant
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Separate Records
21 C.F.R.§ 1304.04 ()(2)

Schedules I1l, 1V, & V

 Maintained separately from all other records of the
registrant

OR

o “Readily retrievable” from the ordinary business
records of the registrant;

» Can be separated out from all other records in a
reasonable time period

» CS items asterisk, redlined, or in some manner which
sets them visually apart
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Separate Records

21 C.F.

R. § 1304.21(b) & (c)

Separate records shall be maintained

e for eac

e for eac

n reqistered location and

N Independent activity
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Dates for Records
21 C.F.R. § 1304.21(d)

 Recorded dates must be the actual date the
controlled substance was received, distributed,
or otherwise transferred
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Dates for Records
21 C.F.R. § 1304.21(d)

Recorded dates for Imports and Exports

e The anticipated date of release by a customs
official for permit applications and
declarations
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21 C.F.R. §1304.22

In-depth description of information required to
be maintained as records for:

* Manufacturers
* Bulk Form
* |In-Process
* Finished Goods

e Distributors
* Importers/Exporters
» Reverse Distributors
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For Example: Distributors
21 C.F.R. § 1304.22(b)

e Records for Distributors
* Name of controlled substance
* Finished Form
* Number of Containers
 Number of Units Distributed

 Name, Address, and DEA# from whom
received or to whom distributed
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Order Forms: 21 C.F.R. § 1305

* Order Forms are required for each transfer of a
controlled substance In Schedule | & |1 except:

— Distributions to persons exempt from registration

— Exports from the U.S.

Deliveries to...analytical laboratory
Deliveries from a central fill pharmacy...to a retail

pharmacy
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Order Forms: 21 C.F.R. § 1305

Order Forms are serially numbered and issued with:

* Name

o Address

 Registration # of the registrant

» Authorized activity and schedules of the registrant
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Order Forms: 21 C.F.R. § 1305

 |ssued I1n books of seven forms each

« Each form has three copies:
 Supplier’s Copy 1 (brown)
 DEA Copy 2 (green)
 Purchaser’s Copy 3 (blue)
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Order Forms: 21 C.F.R. § 1305

Executing Order Forms:

— Purchaser must prepare and execute in triplicate

— Prepared by use of a typewriter, pen, or indelible
pencil

— Each form has ten lines
— Only one item per line
— ldentify the number of the “last line completed”
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Order Forms: 21 C.F.R. § 1305

Executing Order Forms:

— Name and address of the supplier from whom the
controlled substances are being ordered shall be
entered on the form

— Only one supplier may be listed on any one form
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Order Forms: 21 C.F.R. § 1305

Executing Order Forms:

— An order form may be executed only on behalf of
the registrant named on the form

— For an active (non-expired or revoked) registration

— Each order form shall be signed and dated by a

person authorized to sign an application for
registration

 Or a person granted Power of Attorney by such an
Individual
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Order Forms: 21 C.F.R. § 1305

e 21 CFR § 1301.13()) explains who Is authorized to
sign an application for registration and who can
therefore issue Power of Attorney to sign Order

~orms

e Power of Attorney

— The Power of Attorney form must be signed by:
« the person who signed the most recent application;

* the person to whom the power of attorney is being
granted,;

e and two witnesses.
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Order Forms: 21 C.F.R. § 1305

* Power of Attorney

— The signed Power of Attorney form must be filed
with the executed Order Forms of the purchaser.

— The Power of Attorney must be available for
Inspection along with other order records.
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Order Forms: 21 C.F.R. § 1305

* Power of Attorney

— A Power of Attorney must be revoked by the
person who signed the most recent application for
DEA registration or re-registration, and two
witnesses.

— DEA does not print Power of Attorney or Notice of
Revocation Forms.
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Order Forms: 21 C.F.R. § 1305

 Filling Order Forms:

— The purchaser must Submit Copy 1 and Copy 2 of
the Order Form to the supplier and retain Copy 3
In (their) files

— The supplier must fill the entire order, if possible
and the supplier desires to do so, and must record
on Copies 1 and 2 the number of commercial or
bulk containers supplied on each item and the date

on which such containers are shipped
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Order Forms: 21 C.F.R. § 1305

 Filling Order Forms:

— The supplier must retain Copy 1 of the order
form for his own files and forward Copy 2 to
the DEA office In the region where the supplier
IS located
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Order Forms: 21 C.F.R. § 1305

 Filling Order Forms:

— The purchaser must record on Copy 3 of the order
form the number of commercial or bulk containers
received on each item and the dates on which such
containers are received by the purchaser
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Order Forms: 21 C.F.R. § 1305

 Filling Order Forms:

— If a supplier cannot fill an order In it’s entirety, the
order may be filled in part and the balance
supplied by additional shipments within 60 days
following the date of the order form

— No order form is valid more than 60 days after its
execution by the purchaser
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Order Forms: 21 C.F.R. § 1305

* Unacceptable Order Forms:

— No order form shall be filled if :

The order is not complete, legible or properly
prepared, executed or endorsed or shows any
alteration, erasure or change of description

— A defective order form may not be corrected; it
must be replaced by a new order form
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Import-Export Form Guide

Controlled Substances Import-Export Form Guide

Controlled Substances Act DEA-161 DEA-357 DEA-236

Schedule (Application | (Application (Declaration)
for fOI‘

Export Import

. Import | Export
Permit) Permit) P P

Schedule I X X
Schedule II X X
Schedule III Narcotic X

Schedule III Nonnarcotic
(except for delta-9-THC
which requires a permit)

Schedule IV Narcotic
Schedule IV Nonnarcotic
Schedule V Narcotic

Schedule V Nonnarcotic

DEA-161 Application for Export Permit
DEA-357 Application for Import Permit
DEA-236 Declaration




REPORTS



Destruction of Controlled Substances
21 C.F.R. 381304.21(e)

“Shall maintain a record of destruction on a
DEA Form 41”

* The record shall be complete and accurate

 Shall include the name and signature of the two
employees who witnessed the destruction

* Registrant is not required to submit this form to DEA
unless requested to do so; must be maintained for
minimum of 2 years
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Reports to ARCOS
21 C.F.R. §1304.33

« Automated Reports & Consolidated Ordering
System
* Who Must Report?
-Manufacturers
-Distributors
(Including Reverse Distributors)
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Reports to ARCOS
21 C.F.R. §1304.33

« \What Must be Reported?

— Acquisition/Distribution of:
» Schedule I & Il controlled substances
 Narcotics in Schedule I11
* GHB drug products in Schedule I1I

 Selected psychotropic substances in Schedules Il & IV
(Manufacturers only)
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Reports to ARCOS
21 C.F.R. 8§ 1304.33

* When Must it be Reported?

— Every Quarter: No later than the 15th day of the
month succeeding the quarter

— All Stocks of CS on hand as of COB 12/31: No
later than January 15 of the following year

 How Must It be Reported?
— On-line Reporting
— Or DEA Form 333
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Suspicious Orders
21 C.F.R. 8 1301.74(b)

* The reqgistrant shall design and operate a
system to disclose to the registrant suspicious
orders of controlled substances

* The registrant shall inform the Field Division
Office...In his area, of suspicious orders
when discovered by the registrant
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Suspicious Orders

 Suspicious Orders include but are not limited
to:

— Orders of unusual size

— Orders deviating substantially from a normal
pattern

— Orders of unusual frequency
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Reporting the Theft or Loss of
Controlled Substances

Paper or Online Submission



21 C.F.R. § 1301.74(c), 1301.76(b)

* The registrant must notify the Field Division
Office of the Administration in his area of any
theft or any significant loss of controlled
substances within one business day of discovery

e The registrant must also complete, and submit...,
DEA Form 106 regarding the theft or loss

 Some of the factors to consider when determining
If a loss Is a “Significant Loss” are provided
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Theft or Loss Guidance

o Actual Theft or Loss
* Not an Inventory Adjustment

— Do not use the DEA 106 form for balancing
your inventory
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Theft/Loss of Controlled Substances
21 C.F.R. § 1301.74(c)

« Thefts and significant losses must be reported
regardless of whether the controlled substances
are subsequently recovered and/or the

responsible parties are identified and action
taken against them

60



Theft/Loss of Controlled Substances
21 C.F.R. § 1301.74(c)

« The supplier shall be responsible for reporting Iin-
transit losses of controlled substances by the
common or contract carrier...within one business
day of discovery of such theft or loss

o If purchasing registrant signs for (accepts) the
shipment, it becomes the responsibility of the
purchaser to report any thefts or losses
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Theft of Controlled Substances

 |n addition to completing and submitting a
DEA Form 106 to the DEA.

— The theft should be reported to local police with
jurisdiction where the theft occurred

— Theft should also be reported to any state agency
which requires such reports
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