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About the ARCOS Unit

The ARCOS Unit is located in the Registration &
Program Support Section of the Office of Diversion
Control, a component in the Operations Division of the
Drug Enforcement Administration.

The Office of Diversion Control is headed by a Deputy
Assistant Administrator who works with the senior
leadership of the DEA, the Justice Department, the Office
of National Drug Control Policy, the Department of
Health and Human Services, and the Congress.
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ARCOS Reporting (21 C.F.R. § 1304.33)

Manufacturers of bulk and/or dosage form

controlled substances must report:

 Inventories
« All controlled substances in Schedules I and 11
« All narcotic and gamma-hydroxybutyric acid (GHB)
controlled substances in Schedule |11
« Selected psychotropic controlled substances in Schedules
11 & 1V (see 21 C.F.R. § 1304.33(d))
« Acquisitions
« All controlled substances in Schedules I and 11
« All narcotic and gamma-hydroxybutyric acid (GHB)
controlled substances in Schedule 111
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ARCOS Reporting (21 C.F.R. § 1304.33)

Manufacturers of bulk and/or dosage form

controlled substances must report (cont’d):
 Disposition
« All controlled substances in Schedules | and 11

« All narcotic and gamma-hydroxybutyric acid (GHB)
controlled substances in Schedule |11

« Manufacturing Activities
« All controlled substances in Schedules I and 11
« All narcotic and gamma-hydroxybutyric acid (GHB)
controlled substances in Schedule |11
« Selected psychotropic controlled substances in Schedules
111 and IV (see 21CFR §1304.33(d))
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ARCOS Reporting (21 C.F.R. § 1304.33)

Distributors of controlled substances must report:

 Inventories, Acquisitions and Dispositions
« All controlled substances in Schedules | and |1
« All narcotic and gamma-hydroxybutyric acid (GHB)
controlled substances in Schedule 111
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ARCOS Reporting: Reporting Status

Reporting Freguency:

» Quarterly

» Monthly

s Annually: Inventory and Manufacturing Activities
are Included in the 4™ Quarter or December Filing

Reporting Status:
» Single Reporter
» Central (registered location)
» Central (non-registered location)
* Note: Central Reporting requires authorization
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ARCOS Reporting: Formatting

THE TRANSACTION RECORD - AUTOMATED REPORTERS

(Year 2000 Format beginning January 1, 1999)
COLUMN

(Example Data)
AASSI9999

P

D

000543751*
00000002

THE CONTROL RECORD - AUTOMATED REPORTERS
(Year 2000 Format beginning January 1, 1999)

0900 3
0000000088 s COLUMN
(Example Data) FIELD NAME POSITION
ABOOGYY90 REPORTING REGISTRANT 19
Lok sz = . ) ASTERISK 10
AA9999999PD000543751°°000000024B6B999 01311999 LAST DAY OF REPORTING PERIOD (mmddyyyy) 11-18
‘ Q REPORTING FREQUENCY (M or Q) 19
Changes: AAQ999999 CENTRAL REPORTER[S NUMBER 20-28
The TRANSACTION RECORD format for automal
ensure compliance with Year 2000 requirements
1. The Transaction Date field has been expal
the rignt 2 poswtions;‘cn:xlumns.
2. The Document Id field has been eliminateq Col.
3. Column 80 must contain a Blank.

3. Effective Date: January 1, 1999. 1011 19 20

’
AB9999999*01311999QAA9999999
Changes:

The Last Day of Reporting Period field has been modified to include the 4-digit yvear.
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ARCOS Reporting: Manufacturing

The United States Is a signatory to the (a) Single
Convention on Narcotic Drugs, 1961, and (b)
Convention on Psychotropic Substances, 1971, and as
such is required to provide yearly manufacturing
statistics to the United Nations (UN) International
Narcotics Control Board. As a result, ARCOS was
originally designed to capture manufacturing statistics
for the United Nations.

Reports on Manufacturing Activities are required on an
annual basis.
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ARCOS Reporting: Manufacturing

5.18 TRANSACTION IDENTIFIER
5.19 DOCUMENT IDENTIFIER

Section 6: Manufacturing Activities

6.1 GENERAL

6.2 NARCOTICS

6.3 PSYCHOTROPICS

6.4 MANUFACTURING ACTIVITIES FOR CODES N, W, L, Q, J

PART III: SYSTEM OUTPU
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ARCOS Reporting: NDCs/Product Information

In order for transactions to be processed, the
National Drug Code (NDC) associated with the
product must be in the ARCOS dictionary ...

... The ARCOS Unit needs the drug label (preferred)
or detailed product information for all ARCOS
reportable materials from Manufacturers!!!
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ARCOS Reporting: NDCs/Product Information

NDC not in dictionary

N7

Reporters receive errors (E76 error), for
which they are held accountable

N7

Potential for unhappy customers
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ARCOS Reporting: Unit and Strength

UNIT is blank, unless bulk liquid, raw material, dozens
of packages (“D’"), or thousands of packages (“K”)

STRENGTH is used to indicate purity of raw material or
percentage for partial packages
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ARCOS Reporting: Action Indicator

Adjust (D/A) a previously submitted transaction
Delete (D) a previously submitted transaction
Insert (1) a transaction from a previous reporting
period

Will not be required when using new ARCOS
Online reporting system

Errors cannot be deleted
The Action Indicator 1s not needed when
submitting a correction
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ARCOS Reporting: Errors

Top Errors as of 9/17/2015

NDC not in dictionary 675,296 40.87%
Trans Date outside reporting period 219,380 13.28%
Strength must be zero, blank or 100% for Quantity > 1 159,737 9.67%
C-I and C-I11 drugs require Order Form Number 106,841 6.47%
Invalid or missing Associate Registrant Number 66,498 4.02%

Invalid Order Form Number 63,886 3.87%
Transaction ID has incorrect length *** 53,879 3.26%
Invalid or missing Associate Registrant Number 53,200 3.22%
NDC requires blank, D, or K Unit Code 51,005 3.09%
Transaction Code must be last day of reporting period 46,841 2.84%

*** May be the result of length issue elsewhere in transaction
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ARCOQOS Reporting: Errors
Correcting Errors

Error Reports act as receipts of processing the most recent
submission, but they are NOT cumulative and do NOT show all
existing errors for the registration

Under normal circumstances, corrections can be submitted on the
next ARCOS report; however, if errors must be made prior to the
submission of the next report, a supplemental report must be
generated for a previous reporting period

Failure to include the Correction Number in the corrected
transaction will result in the creation of a new transaction, and the
error will remain uncorrected
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Questions?
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ARCOS ONLINE
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