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Disclaimer

The contents of this document do not have the force and effect of law and are not 
meant to bind the public or DEA in any way. 

This document is intended only to provide clarity to the public regarding existing 
requirements under the law or agency policies.

I have no financial relationship to disclose.



Copyright Disclaimer

“The presentation is for educational purposes.
Materials, images, or sounds authored or created by parties other than DEA may be 
subject to copyright and are used herein in accordance with the fair use provision of Title 
17 United States Code Section 107. DEA’s use of these materials does not authorize 
persons outside of DEA further distribute of use copyrighted materials.”



ARCOS Reporting

Overview



CITATIONS

21 U.S.C. § 827(b) – Availability of Records
21 U.S.C. § 827(d) – Periodic Reports

21 U.S.C. § 827(j) – Electronic Reporting

[https://uscode.house.gov/]



CITATIONS

21 C.F.R. § 1304.04 – Maintenance of Records

21 C.F.R. § 1304.33 – Reports to ARCOS

[https://www.ecfr.gov/]



WHO REPORTS TO ARCOS?

 Manufacturers, to include re-packagers 
& re-labelers (per 21 U.S.C. § 802(15))

 Distributors

 Reverse Distributors



WHO REPORTS TO ARCOS?

 If a company has additional registration 
types, only those three registration 
types report to ARCOS

 Any other registration type would only 
appear on the other end of an ARCOS 
transaction (associate registration)



WHO REPORTS TO ARCOS?

 If a company has multiple reportable 
registrations, central reporting is an 
option

 Notify us before beginning this type of 
reporting so we can set up our system 
accordingly



REPORTING FREQUENCIES

 Quarterly or monthly

 All submissions must reflect your 
selected reporting frequency

 Please wait until the end of a quarter to 
change reporting frequencies



REPORTABLE SCHEDULES

 ARCOS reportable drugs are …
 All Schedule 1 controlled substances

 All Schedule 2 controlled substances

 Schedule 3 narcotics and GHB preps

 Selected Schedule 3 and 4 
psychotropics, for which manufacturing 
must be reported (21 C.F.R. § 1304.33(d))



REPORTABLE SCHEDULES

 Notes regarding reportable drugs:

 We are currently reviewing 
manufacturing reporting requirements 
as part of our Handbook update

 Avoid submitting transactions 
involving non-reportable drugs



REPORTABLE ACTIVITIES

 In general, any increases and decreases 
to inventory of ARCOS reportable 
drugs, along with end-of-year inventory 
and manufacturing activities



REPORTABLE ACTIVITIES

 Increases to inventory include …

 Purchases/Receipt of supply
 Returns from customers
 Returns from Gov’t or law 

enforcement
 Received for the purpose of 

destruction



REPORTABLE ACTIVITIES

 Decreases to inventory include …

 Sales/transfer of supply

 Thefts, losses, spillage

 Destruction

 Seizure/receipt by Gov’t



REPORTABLE ACTIVITIES

 Manufacturing activities (examples) …

 Material manufactured
 Use of material to create a 

preparation in another schedule

 Stability or quality testing
 Waste recovered from manufacturing



REPORTABLE ACTIVITIES

 ARCOS inventory reporting:

 End-of-year; snapshot of what was 
on hand (ARCOS reportable) at 
close of business December 31st

 Inventory reporting resulting from a 
schedule change; substance 
becomes ARCOS reportable



REPORTABLE ACTIVITIES

 Notes regarding reportable activities:

 Again, we are currently reviewing 
manufacturing reporting requirements 
as part of our Handbook update

 Must report “no activity”

 Must report “no end-of-year inventory”



REPORTABLE ACTIVITIES

 Notes regarding reportable activities:

 Increases and decreases should be 
reported using the date on which the 
activity actually occurred

 Manufacturing totals should be 
reported per period or per year



REPORTABLE ACTIVITIES

 Notes regarding reportable activities:

 Transactions are to be reported from 
the perspective of the reporting 
registrant



ARCOS Reporting

Transaction
Record



FIELD POSITION (TEXT FILE) SAMPLE DATA
REPORTING REGISTRANT 1 - 9 RS9999999
TRANSACTION CODE 10 P
ACTION INDICATOR 11 I
NATIONAL DRUG CODE 12 - 22 123450123**
QUANTITY 23 - 30 00000002
UNIT 31 3
ASSOCIATE REGISTRATION 32 - 40 BA8888888
ORDER FORM NUMBER 41 - 49 231234567
TRANSACTION DATE 50 - 57 01152024
CORRECTION NUMBER 58 - 65 87654321
STRENGTH 66 - 69 1000
TRANSACTION IDENTIFIER 70 - 79 0000000001
(BLANK) 80

TRANSACTION RECORD / 80-CHARACTER STRING



TRANSACTION RECORD / 80-CHARACTER STRING



TRANSACTION RECORD / 80-CHARACTER STRING



TRANSACTION CODES

 Increases to inventory:

 P  Purchase/Receipt
 R / V  Return/Unsolicited Return
 G  Received from Government



TRANSACTION CODES

 Decreases to inventory:

 S  Sale/Transfer
 T  Theft
 Y  Destruction
 Z  Seizure/Transfer to Government



TRANSACTION CODES

 Inventory:

 1  Schedule Change Inventory
 3  End-of-Year Inventory
 4  In-Process End-of-Year Inventory
 8  No Reportable End-of-Year Inventory



TRANSACTION CODES

 Manufacturing:

 M  Substance Manufactured
 K  Used in Creating a Preparation
 N  Non-recoverable Waste

 U  Used in Production/Conversion
 W  Recovered Waste



TRANSACTION CODES

 Manufacturing:

 L  Reversing/Recovery of Original Substance

 Q  Samples Pulled (quality testing, etc.)

 J  Return of Samples Pulled



TRANSACTION CODES

 Other:

 7  No ARCOS Reportable Activity

 X  Lost-in-Transit (explanatory only)



TRANSACTION CODES

 Notes regarding Transaction Codes:

 Do not use Trans Code “5” (Special 
Inventory) unless directed to do so

 Destruction (Code “Y”) must be reported 
by the registrant performing the actual 
destruction; transfer to reverse distributor 
uses Code “S” (sale/transfer)



ACTION INDICATORS

 Used to initiate 3 “actions”:

 Action Indicator “I”  Insert a transaction 
from a prior reporting period

 Action Indicator “D”  Delete a transaction 
from a previously submitted report

 Action Indicators “D” & “A” paired  Adjust 
a previously submitted transaction



ACTION INDICATORS

 Only apply to text file submissions; 
ARCOS Online uses buttons

 Notes regarding Action Indicators:

 Action Indicator “D” cannot be used 
to delete an error transaction; this 
must be done in ARCOS Online



ACTION INDICATORS

 Notes regarding Action Indicators:

 Action Indicators “D” & “A” cannot 
be used to adjust an error 
transaction; the error transaction 
must first be corrected



NATIONAL DRUG CODE (NDC)

12345 – 0123 – 01

Labeler 
Code

Product 
Code

Package 
Code



NATIONAL DRUG CODE (NDC)

 Labeler Code … Identifies the firm that 
owns the product

 Product Code … Identifies the 
strength, dosage form, and formulation 
of the product

 Package Code … Identifies the 
package size and type



NATIONAL DRUG CODE (NDC)

 For ARCOS reporting, NDCs must be 
converted to a 5-digit labeler code, 4-digit 
product code, and 2-digit package code

 Leading zero must be added to the 
beginning of the section that falls short of 
the required number of digits



NATIONAL DRUG CODE (NDC)

12345 – 123 – 01
12345 - 0123 - 01

EXAMPLES:

1234 – 1234 – 01
01234 - 1234 - 01



NATIONAL DRUG CODE (NDC)

12345 – 1234 – 1
12345 - 1234 - 01

EXAMPLES:



NATIONAL DRUG CODE (NDC)

 Notes regarding NDCs:

 “Generic” NDCs are available if 
product does not have its own NDC 
assigned; includes ARCOS reporting 
or import/export purposes



NATIONAL DRUG CODE (NDC)

 Notes regarding NDCs:

 NDCs are unique to a specific product, 
including labeler, formulation, and 
package size



NATIONAL DRUG CODE (NDC)

 Notes regarding NDCs:

 PLEASE submit NDCs for addition; 
email or upload through the ARCOS 
Online system

 NDCs are not automatically added to 
our dictionary



NATIONAL DRUG CODE (NDC)

 Notes regarding NDCs:

 Let us know if an NDC needs to be 
hidden from publication on our 
website; still available for use but not 
included in monthly text file version



QUANTITY FIELD

 Use of this field is dependent upon 
what the NDC represents:

 NDC ends -** and represents bulk 
tablets, capsules, etc.  Quantity 
reports number of individual units 
(tablets, capsules, etc.)



QUANTITY FIELD

 Use of this field is dependent upon 
what the NDC represents:

 NDC ends -** and represents bulk raw 
material or bulk powder  Quantity is 
used in conjunction with Unit and 
Strength fields to report weight



QUANTITY FIELD

 Use of this field is dependent upon 
what the NDC represents:

 NDC ends -** and represents bulk 
liquid  Quantity is used in 
conjunction with Unit and Strength 
fields to report volume



QUANTITY FIELD

 Use of this field is dependent upon 
what the NDC represents:

 NDC ends -00 to -99  Quantity is used 
to report number of packages; used in 
conjunction with Unit and Strength 
fields in limited circumstances



UNIT (UNIT CODE)

 Mandatory when reporting bulk 
powder, raw material, and liquid:
 1  micrograms
 2  milligrams
 3  grams
 4  kilograms

 5  milliliters
 6  liters



UNIT (UNIT CODE)

 Optional to multiply quantity reported 
by 12 or 1,000:

 D  dozens (x 12)

 K  thousands (x 1,000)



ASSOCIATE REGISTRATION

 In general, the registration of the entity 
on the other end of the transaction
 When reporting a purchase or receipt 

(Code “P”), the Associate Registration is 
the supplier or sender

 When reporting a sale or transfer           
(Code “S”), the Associate Registration is 
the recipient or customer



ASSOCIATE REGISTRATION

 Left blank when reporting manufacturing 
activities and inventory, along with 
Codes “7” (no activity) and “8” (no 
inventory)

 Reflects DEA field office when reporting 
a destruction (Code “Y”); contact us if 
you need an appropriate registration 
number for this



ORDER FORM NUMBER

 Required when reporting the transfer 
of C-I or C-II drugs

 Number on pre-printed DEA Form 222 
or CSOS order



ORDER FORM NUMBER



ORDER FORM NUMBER



TRANSACTION DATE

 Normally, the date on which a 
transaction actually occurs
 For purchases/receipt (“P”), the date 

on which possession is taken
 For sales/transfers (“S”), the date on 

which the drug product left your 
possession



TRANSACTION DATE

 For manufacturing activities, the date 
will be the last day of the reporting 
period or year

 For end-of-year inventory transactions 
(“3,” “4,” and “8”), the date will be the 
last day of the year



TRANSACTION DATE

 For no-activity transactions (Code “7”), 
the date will be the last day of the 
reporting period

 The Transaction Date must fall within 
the reporting period represented by the 
header record – unless an Action 
Indicator or Correction Number is used



CORRECTION NUMBER

 Only needed if correcting error 
transactions in a text file submission; 
links corrected transaction to error 
transaction

 Must contact us to request this number

 ARCOS Online error correction does not 
require this number



STRENGTH FIELD

 Should only be used for one of two 
reasons:

 Reporting a partial (< 100%) or 
combined (> 100%) package; Quantity 
field must reflect 1 package

 Required to indicate purity of a bulk 
raw material, bulk powder, or bulk 
liquid



STRENGTH FIELD

 Should NOT be used in any of the 
following situations:

 To reflect the strength of a tablet, 
capsule, etc.

 NDC represents bulk finished product 
(i.e., one capsule, one tablet, etc.)



STRENGTH FIELD

 NOTE: There is an implied decimal 
after the 3rd digit of the Strength

1000 = 100%
0100 = 10%
0010 = 1%
0001 = 0.1%



TRANSACTION IDENTIFIER

 Each Transaction Identifier should only 
be used once per reporting period

 If adjustments, deletions, or insertions 
are made, a Transaction Identifier may 
appear more than once in a 
submission; however, the reporting 
period should be different



TRANSACTION IDENTIFIER

 If adding a transaction to a prior 
reporting period, note what the next 
available Transaction Identifier should be



TRANSACTION IDENTIFIER

 Users of the ARCOS Online system 
cannot manually assign Transaction 
Identifiers
 If using both ARCOS Online and text 

file submissions, create the ARCOS 
Online report first



ARCOS Reporting

Reporting
Formats



ELECTRONIC REPORTING

 Electronic reporting is mandatory, 
per the SUPPORT Act (2018)

 Accounts are now created upon 
creation of participant files for new 
ARCOS reportable registrations; 
no need to send separate requests



ARCOS ONLINE REPORTING SYSTEM

 Notes regarding ARCOS Online:

 Web interface – user friendly

 Transactions validated up front

 Account management; additional users
 Error corrections

 No formatting worries; “buttons”



ARCOS ONLINE REPORTING SYSTEM



ARCOS ONLINE REPORTING SYSTEM



ARCOS ONLINE REPORTING SYSTEM



ARCOS ONLINE REPORTING SYSTEM

“Enter ARCOS Reports”

 Create a new ARCOS report

 Adjust previously submitted reports

 NOTE: You can enter transactions 
throughout the reporting period but 
cannot submit until the end of the period



ARCOS ONLINE REPORTING SYSTEM

“Enter ARCOS Reports”

 NOTE: If you submit a text file report, 
transactions that successfully process 
will not appear in ARCOS Online; only 
error transactions will appear in an 
ARCOS Online report when they are 
corrected



ARCOS ONLINE REPORTING SYSTEM

“Enter ARCOS Reports”



ARCOS ONLINE REPORTING SYSTEM

“Enter ARCOS Corrections”



ARCOS ONLINE REPORTING SYSTEM

“Enter ARCOS Corrections”



ARCOS ONLINE REPORTING SYSTEM

“Enter New NDC Number”

 At any time, go into the ARCOS Online 
system and submit a new NDC for 
addition to the dictionary

 Supporting documentation is required

 Can also be done upon entering a 
transaction when an NDC is not found



ARCOS ONLINE REPORTING SYSTEM

“Enter New NDC Number”



ARCOS ONLINE REPORTING SYSTEM

“Enter New NDC Number”



ARCOS ONLINE REPORTING SYSTEM

“Manage Participant Data”

 Update central reporting point of contact

 Update contact information for individual 
registrations



ARCOS ONLINE REPORTING SYSTEM

“Upload and Manage ARCOS Report Files”

 Feature not yet released

 Real-time error checks 
for uploaded text files



ARCOS ONLINE REPORTING SYSTEM

“Lookup Retail Buyer Statistics”

 Research your customers before 
becoming their suppliers

 Feature requested by industry as a due 
diligence tool



ARCOS ONLINE REPORTING SYSTEM

“Lookup Retail Buyer Statistics”



ARCOS ONLINE REPORTING SYSTEM

“Manage Users”

 The primary ARCOS point of contact has 
the ability to set up additional user 
profiles in the ARCOS Online system

 Only the primary user has the ability to 
log into the EDI upload portal to submit 
text file reports



ARCOS ONLINE REPORTING SYSTEM

“Manage Users”



ARCOS ONLINE REPORTING SYSTEM

“Manage Users”
ROLE USER CAN …

ROLE_BUYER_STATS      Utilize Buyer Statistics Tool
Utilize Buyer Statistics Tool
Administer Users w/ ROLE_BUYER_STATS
Administer Users w/ ROLE_BUYER_STATS_ADMIN

ROLE_SORS_USER           Enter SORS Data
Enter SORS Data 
Administer Users w/ ROLE_SORS
Administer Users w/ ROLE_SORS_ADMIN
Enter ARCOS & SORS data; Utilize Buyer Statistics Tool
Administer All Users

ROLE_ARCOS_USER        Enter ARCOS & SORS data; Utilize Buyer Statistics Tool 

ROLE_BUYER_STATS_ADMIN      

ROLE_SORS_ADMIN       

ROLE_ARCOS_ADMIN    



ELECTRONIC DATA INTERCHANGE (EDI) / TEXT FILE UPLOAD

 Notes regarding text file uploading:
 Better for larger volume

 Automated uploads (allowed, not supported)

 Limited users – one login

 Error notifications after processing

 Importance of proper formatting



ELECTRONIC DATA INTERCHANGE (EDI) / TEXT FILE UPLOAD

 Header (Control) Record with at 
least one Transaction Record



ELECTRONIC DATA INTERCHANGE (EDI) / TEXT FILE UPLOAD

Header (Control) Record

FIELD POSITION (TEXT FILE) SAMPLE DATA
REPORTING REGISTRANT 1 - 9 RS9999999
ASTERISK 10 *
LAST DAY OF REPORTING PERIOD 11 - 18 01312024
REPORTING FREQUENCY 19 M
CENTRAL REPORTER 20 - 28 RA1234567



ELECTRONIC DATA INTERCHANGE (EDI) / TEXT FILE UPLOAD

Header (Control) Record



ELECTRONIC DATA INTERCHANGE (EDI) / TEXT FILE UPLOAD

Header Record + Transaction Record 
= ARCOS Report



ARCOS Reporting

Delinquencies,
Errors, and

Common Issues



TEXT FILE FORMATTING ERRORS

 Issues include, but are not limited to:

X Use of TAB key in spacing; check in MS Word

X Transactions extending beyond 80-character limit 
with additional spaces; template available

X Blank lines at the end of the report

X Switching back and forth between reporting 
registration numbers without a new header record



TEXT FILE FORMATTING ERRORS

 Issues include, but are not limited to:

X Using dashes in formatting NDC

X Using decimal in Quantity entry

X Uploading a file type other than text

X Invalid or non-printable characters



TEXT FILE FORMATTING ERRORS

 Our programmers are compiling 
additional information regarding 
properly formatted text files



YEAR-END INVENTORY CONFUSION

 Unless a substance becomes ARCOS 
reportable during the year and an “initial 
inventory” of that drug is required, the only 
inventory reported to ARCOS is end-of-year

 End-of-year inventory is separate from 
YERS (Quota) and should be included in 
the 4th quarter or December ARCOS 
submission



WRONG NDC / WRONG PACKAGE CODE

 Know what the NDC you are using 
represents … for example:

 Are you attempting to report a raw material 
by weight using a finished package NDC?

 Are you using a finished package NDC to 
report individual units?

 Does the product have both inner and outer 
package NDCs?



WRONG NDC / WRONG PACKAGE CODE

 Know what the NDC you are using 
represents … for example:

 Are you using an NDC you found on our 
website because it looks like it matches the 
product in your transaction?

 Is the drug ARCOS reportable?



EXCLUDING ACTIVITIES

 Keep in mind that ARCOS is a ledger 
system of pluses and minuses, with the 
end-of-year inventory providing the starting 
point for the following year

 Make sure you are reporting both increases 
and decreases to inventory, whether a 
financial transaction is involved or not



EXCLUDING ACTIVITIES

 Don’t forget to report your end-of-year 
inventory of ARCOS reportable controlled 
substances; report Code “8” if there was 
nothing reportable on hand

 Be sure to report Code “7” for any 
reporting period during which there was no 
ARCOS reportable activity (increases, 
decreases, or manufacturing)



UNCORRECTED ERROR TRANSACTIONS

 Error transactions represent data that could 
not be processed for a variety of reasons, 
and it is the responsibility of the reporter to 
correct these errors

 Complete and accurate reporting is required 
under the Controlled Substances Act    
(U.S.C. § 827(a))



UNCORRECTED ERROR TRANSACTIONS

Analysis of Uncorrected Error Transactions 
(submitted 1/1/2022 – 12/31/2023)

 18,095 uncorrected error 
transactions

 19,029 individual errors

ISSUE # ERRORS
% TOTAL 
ERRORS

Trans Date 7,820       41%
Transaction Length 4,616       24%
Order Form 2,295       12%
NDC 1,917       10%
Unit Code 838           4%
Associate Registration 766           4%
Strength 623           3%
Quantity 149           <1%
Trans Code 4               <1%
Trans ID 1               <1%



INCORRECT ASSOCIATE REGISTRATION

 Make sure your supplier’s or customer’s 
DEA registration number has not changed; 
avoid accidentally reporting a transaction 
to or from a retired registration or a 
registration not authorized to handle a drug 
schedule



BOGUS ORDER FORM NUMBERS

 Please do not make up 9-digit numbers to 
submit a C-I or C-II transaction

 If you have questions regarding an order 
form number, please contact your local 
office for a solution



UPDATING CONTACT INFORMATION

 Send an email to ARCOS_Unit@dea.gov 

 Use the “Manage Participant Data” feature 
in the ARCOS Online system 

 ARCOS contact information is not 
automatically updated from other systems



UPDATING CONTACT INFORMATION

 ARCOS point of contact should be the 
individual you want notified of submission 
problems, confirmations of submission, 
uncorrected errors, and any other ARCOS 
related correspondence for a specific 
registration



CONVERSION FACTOR CONFUSION

 Conversion factors are built into NDCs

 For example:

NDC 82393-0122-05
OXYCODONE HYDROCHLORIDE; 5 GRAMS

BASE DRUG  5 GRAMS HCL x 0.8965
= 4.4825 GRAMS OXYCODONE BASE

** You would just report the number of packages



CONVERSION FACTOR CONFUSION

 Conversion factors are built into NDCs

 Another example:

NDC 82393-0122-**
OXYCODONE HYDROCHLORIDE; BULK

BASE DRUG = 0.8965 GRAM PER 1 GRAM

** You would just report the weight of material



SUBMITTING TRANSACTIONS MULTIPLE TIMES

 Avoid resubmitting transactions that were 
already successfully processed

 If you need to add transactions to a 
reporting period, either submit only those 
transactions in another report for that 
period or insert them in a future report



ARCOS Reporting

Resources
and

Conclusion



IN THE WORKS

 Updated ARCOS Registrant Handbook

 Text file formatting guidance

 Text file upload feature in ARCOS Online



RESOURCES

Online Version of NDC Dictionary
(updated monthly; no “trade secret” entries)



RESOURCES



RESOURCES

Retail Summary Reports
(updated every six months)



RESOURCES



RESOURCES

Control & Transaction Record
Text File Format



RESOURCES



RESOURCES

Controlled Substance Schedules
(published by Drug & Chemical Evaluation)



RESOURCES



RESOURCES

DailyMed; National Library of Medicine
(https://dailymed.nlm.nih.gov/dailymed/)



RESOURCES



RESOURCES

Food & Drug Administration – Labeler Codes
(https://www.fda.gov/industry/structured-product-

labeling-resources/ndcnhric-labeler-codes)



RESOURCES



RESOURCES

Food & Drug Administration – NDC Directory
(https://www.accessdata.fda.gov/scripts/cder/ndc/

index.cfm)



RESOURCES



RESOURCES

ARCOS Input Team:

ARCOS_Unit@dea.gov
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