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Office of Diversion Control

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




Closed System of Distribution

Foreign Source of
Raw Material

Practitioner/P
Hospitalk






Inventories

* |nventory Requirements:
— Complete and Accurate Record

— All Substances “On Hand”
— On The Date The Inventory is Taken

— Maintained in Written, Typewritten, or Printed Form
at the Registered Location

— (OOB) Opening of Business/or (COB) Close of
Business



Inv

e Separate

e |nitial

e Biennia

e Newly Cont

CFR 1304.11 (b), 21 CFR 1304.11 (c), 21 CFR 1304.11 (d)






Records

All records should be:

 Readily Retrievable

 Easily Identifiable

e Must be kept for a minimum of 2 years



Records

e Maintain on a Current Basis...

— Complete and Accurate Record of Each
Substance...Manufactured, Imported, Exported,
Received, Sold, Delivered, or Otherwise Disposed
of ...

— Except No Registrant is Required to Maintain a
Perpetual Inventory

— Dates of Records

21 CFR 1304.21 (a) & 21 CFR 1304.21 (d)



Separate Records:

Schedule | & II;

» Maintained Separately from All Other
Records

21 CFR 1304.04 (f)(1); (g); (h)(1)
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Separate Records:

Schedules lll, IV, & V:

e Separate from All Other Records

e or “Readily Retrievable”

e Separated Out from all other Records in a
Reasonable Time Period

21 CFR 1304.04 (f)(2); (g); (h)(2) 11



* Separate

21 CFR 1304.21 (b) and (c)

12



DEA Form 222

 Required for each distribution of Schedule | &
Il controlled substance

e |ssued in books of 7 or 14 forms each

e DEA 222 Form has Three Copies

e Serially numbered and issued

21 CFR 1305

13



See Reverse of PURCHASER’'S Noorder form may bedssued for Schedule 1 and 1 substances unless a OMB APPROVAL
Copy for Instructions completed application form has been received, (21 CFR 1305.04). No. 1117-0010
TO: (Name of Supplier) STREET ADDRESS I
. - 3
CITY and STATE DATE | . Tt) BE FILLED lN.BY SUPPLIER i
_ . _SUF“PL!EF{S DEA REGISTRATION No. U
Lk TO BE FILLED IN BY PURCHASER o
_NE;_ aosot |- Szedt Narme of lfem ~ National Drug Gode Rackagss | oo
' EEEENEEE NN
- EEEENENEEN
. EEEEEEEENN
4 EENEREEENEN
= PP ldd
6 EREEEEEEES
_7 NN
8 HEEENEEEE.
: HEEENEENEN
10 EEEEEEEEEN

SIGNATURE OF PURCHASER

LAST LINE . .
4 compLETED (MUST BE 10 OR LESS) | oR ATTORNEY OR AGENT

Date Issued

ed DEA Registration No. Name and Address of Re siant
200310101 DEAREGND vaio D ¥aID
— voiD vgza voID
EHEXRIEXAXKXK VOI0 V3ID ¥YDID

YoIip ¥oIn vOoID

' Registered as a

KOOOUE AN XK 500000027

Ne. of this Order Form ¥0OID ¥I3Ip YOio

- DEA Form -222
(Oct. 2004)

U.S. OFFICIAL ORDER FORMS - SCHEDULES | & 1
DRUG ENFORCEMENT ADMINISTRATION

SUPPLIER'S Copy 1

111381998




DEA Form 222

Purchaser must prepare and execute ...in triplicate
Each DEA 222 Form has Ten Lines

Only One Item Per Line

Total # of Iltems Are Noted on Form

Typewriter, Pen, or Indelible Pencil

Legible signature of authorized person

Attachments not allowed

15



DEA Form 222

 Unaccepted Order Forms:

e No order form shall be filled if :

— 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

16
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Destruction of CS

e Destruction of Controlled
Substances

e Complete a DEA Form 41

21 CFR 1307.21

18



OMB Approval
No. 1117 - 0007

U. S. Department of Justice / Drug Enforcement Administration

REGISTRANTS INVENTORY OF DRUGS SURRENDERED

PACKAGE NO.
The following schedule is an inventory of controlled substances which is hereby surrendered to you
for proper disposition.

FROM: (Include Name, Street, City, State and ZIP Code in space provided below.)

=

Signature of applicant or authorized agent

Registrant's DEA Number

Registrant’s Telephone Number

NOTE: CERTIFIED MAIL (Return Receipt Requested) IS REQUIRED FOR SHIPMENTS
OF DRUGS VIA U.S. POSTAL SERVICE. See instructions on reverse (page 2) of form

CONTENTS | Con-
Number | (Number of ”solljgd FOR DEA USE ONLY
grams, 5
NAME OF DRUG OR PREPARATION of fablets, | stance
Con- | ounces or | Con-
tainers | otherunits | tent,
Registrants will fill in Columns 1,2,3, and 4 ONLY.

QUANTITY
per con- (Each DISPOSITION
tainer) unit)

1

GMS. | MGS.
3 4 6 7
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REPORT OF THEFT OR LOSS OF CONTROLLED SUBSTANCES
megmmnmgmmmmmnammuaﬁm«mummsmmmm
Enforcemeant Amin

OMB APPROVAL

mmmmumnm cale io the nearast DEA Offce. Na. 1117-0001
et he Ipleal copy Tof Ut Tecor: SAme Sce ey 6o redre 3 cogy of i repart

1. Name and Address of Registrant {include ZIF Code) 2. Phone No. (Include Area Code)
AP CODE

3. DEA Registration Mumiber . 5. Principal Business of Regisirant {Chek ome)

21, T diigt st 1 [] Pharmacy 5 [] osributor
2 [ rractsaner & [] Methadone Program
3 [ Wanufacturer 7 [ other i3pectty)

4[] vosphabcimic
& County In which Registrant |s 7. Was theft reported 8. Name and Teiephone Mumber of Pollce Depariment (Incude Area Code)

Located o Pollce?
Otes [JHe

9. Mumber of Thefts or Losses Registrant |10, Type of Theft or Loss (Check one snd complete ibems below as appropriabe )

has Experienced In the Fast 24 Months
1 [] MgntEreat-n 3 [ Empioyee Piferage 5[] oiner (Expian)
2 [ Amed Aoobery 4 [ Customer Theft 6 [] Lostinbransit {Complete iem 14)

11. ¥ Ammed Robbery, was Anyone: 12. Purchase value fo Registrant of 13. Were any pharmaceuficals or
controdled substsnces taken? merchandise taken?

Klled? Mo []Yes (How many) Owe [ ves =t vaie
Inured? Mo []Yes (Howmany) $

14. IF LOBT IN TRANSIT, COMPLETE THE FOLLOWIRG:
A. Name of Comman Carrier B. Mame of Consignee C. Consignee's EA Registraticn Mumber

O. Was the carfon recehed by the cusiomer? E. Frecelved, did it appear to be tampered with? F. Hawe you experienced losses in transit
from thils same carrier In the past?

0O ves O He 0O ve O we Owe [ ves Howstanyy

15. 'What ientifying marks, symbals, or price codes were on the isbeis of these containers St would assist In identifying the products?

16. I Cficial Coniroled Substanc: Order Forms (DEA-Z22) were sholen, ghee numibers.

17. What securty measures hawe Desn aken b0 prevent future thefis or losses?

PRIVACY ACT INFORBMATION In accordance with the Paperaork Reduction Act of 1995, no person Is
reguired o respond to a colleclon of informakion unless it displays a
-"U“W Jection 301 of the Confrobed Substances Act of 1570 (PL 91-592). | vang oME control numiber. The Valld GME contrel number for Sis

thedl or loss of Cominolied Substances.
collecfion of infarmatlon Is 1117-0001. Public reporting burden for Ehis
Rﬂ..lT"E USES: The Contmiled Subetances Aot authorzes the producion of collection of infarmation Iz estimated to average 20 minutes per

[ S S U S TV TN R R T TV T




Thefts and/or Significant Loss

* Notify the Field Division Office in his/her area
of any theft or significant loss of any controlled
substances within one business day of

discovery.

e “Significant Loss” is also defined here

21 CFR 1301.74(c), 1301.76 (b)

22



Thefts and/or Significant Loss

 The supplier shall be responsible for reporting
in-transit losses of controlled substances by
the common or contract carrier

 Within one business day of discovery of such
theft or loss

21 CFR 1301.74(c), 1301.76 (e)

23



Theft or Loss Defined

e Actual Theft or Loss

* Not an Inventory Adjustment (Not for
Balancing Inventory)

e Loss (Unexplained Disappearance)

* Any discovered shortage which the firm cannot
convincingly establish to have been diverted
after reasonable review/ investigation should
generally be considered as a reportable loss

21 CFR 1301.76 (b)

24



Theft or Loss Defined

* Does not include Breakage, Damage,
and/or Spillage which is still recoverable.

e Options (for Recoverable Substances):
»DEA 41- Permission to Destroy
» Reverse Distributor

25



Permit to Import — Controlled
Substances

* DEA issues a DEA Form 35, Permit to Import
 DEA registered Importer completes column 6¢c on

the DEA Form 357 when product received

— Actual date and quantity received (base in
grams per line item on the permit)

— Ensure DEA Permit Number is noted on the
form

— Email completed 357 to csimex@usdoj.gov

21 CFR 1312.11 and 12 N



Permit to Import — Controlled Substances

Permit to Import is required for import:

— Schedule | and Il controlled substances
— Narcotic controlled substance (Clll, CIV, or CV)
— Drug Code 7369 (Dronabinol)

— Non-Narcotic (CIV, CV) which is also listed in
Schedule | or Il of the International Psychotropic
Convention

DEA registered Importer submits a DEA Form 357,
Application for Permit

21 CFR 1312.11 and 12 )



LS. Department of Justics § Dnug Enforcement Ac oME L
APPLICATION FOR PERMIT TO IMPORT CONTROLLED SUBSTANCES

FOR DOMESTIC ANDVOR SCIENTIFIC PURPOSES Ha. 1917 - 0012
PURSUANT TD SECTION 1002, TITLE HL, FLB1-§13

rwnmmm&mw See reverse for Privacy Act
CATE

DRUG ENFORCEMENT ADMINISTRATION
IMPORT / EXPORT UNIT (OD{GT) MPORTER'S APPLICATION NOMEER
8701 MORRISSETTE DR, SPRINGFIELD, VA 12152

Application is hereby made pursuant to the provisions of the Controlled Substances Import and Export
Act amd the regulations prescribed thereunder for a permit to import as follows:

1. NaME OF FOREIGN EXPOATER 2. ADDAESS OF FOREIGN EXPORTER

3. FOREIGN POAT OF EXPORTATION

4. PORT OF ENTRY (LLE. Cusloms port where sfipment 5. LATEST DWTE SHIPMENT WILL
vl ciear) = POAT

LEAVE FOREIGN

b, CONTROLLED SUBSTANCE CONTENT OF DAUG Bo. DATE IMPORTED AND ACTUAL
OR PREFARATION TO BE IMPORTED

QUANTITY {Campleted
regsiranl s 'rnpnbryt]
DEA PERMAT Ma.:

Ta ASSIGNED QUOTA FOR THIS
YEAR

[7h. TOTAL Ki5. ATHC! To. RiE OF 76 IWPCHATED T Td. STOCK OM HAND & DATE
PEAMITS THIS YEAR DaTE

THIF SOBSTANCE]S]WILL BE WAPTHT

B0 FOA SCIERTIFC POAPOSES UNLY, PLEASE COMPLETE:

1 herebry ceriily the above coninolled subsiances s lmporied exclusively for sclenlific purposes, pursuant o 21CFR 13121 3{a)(4) (soe reverse), o follows:

Signanre of Cersfying Indeacual
" HANE OF FIFCATER ADDAESS OF IMPOATER

IMPORATER'S TELEPHONE NO.

SIGNATURE aND TITLE OF PERSDN MAKING APPLICATION

NOTICE : Controlled Substances may not be imported by mail or parcel post.
DEA USE APPROVED IMPORT PERMIT NUMBER WATE IMPOHAT PERMIT NUMEER ISSUED
oMLY

iy 535, - 367




U.S. Department of Justice
Drug Enforcement Administration

PERMIT TO IMPORT

The Administrator of the Drug Enforcement Administration, being the official charged with the administration of the laws
relating to the importation of the dangerous drugs to which the Controllied Substances Import and Export Act and the

several international treaties apply, authorizes and permits the following importation of controlled substances into the
United States.

DATE OF ISSUE EXPIRATION DATE PERMIT NO.

b

IMPORTER

EXPORTER

PORT OF IMPORT FOREIGN PORT OF EXPORT

Importer is. hereby permitted under the provisions of the Controlled Substance Import and Export Act to import items below:

Item No. = Number and Size of Packages Name of Substance or Preparation Controlled Substance Content

Total Number of Items
The consignment proposed to be imported is required for legitimate purposes.

NOTES: ORIGINAL PERMIT MUST ACCOMPANY SHIPMENT

Endorsement by U.S. Customs: This is to certify that the controlied substance merchandise described herein was imported into this port. If
(Original) quantity Is different than permitted, please indicate in Notes section above.

{Port) (Signature/Title) (Date)

For the Administrator:

Sean P. Mahoney, Chief Address:  Drug Enforcement Administration
International Drug Unit {Signature} International Drug Unit (ODOI)

Washington, DC 20537

RIGINAL - TO ACCOMPANY SHIPMENT AND AFTER ENDORSEMENT BY U.S. CUSTOMS FORWARD TO DEA




Import Declaration

e DEA Form 236, Controlled Substances Import/Export
Declaration for import:

Non-Narcotic controlled substances (CllI, CIV, CV)

e Must be submitted at least 15 Days before proposed
Importation

* Transaction ID number issued by DEA

 DEA Registrant completes column 2c on DEA Form 236 when
items received

21 CFR 1312.18 (b)

30



U. S. Department of Justice / Drug Enforcement Administration OMB APPROVAL
No. 1117 - 0009

CONTROLLED SUBSTANCES IMPORT / EXPORT DECLARATION

Read instructions on reverse before completing)

See reverse for Privacy Act

IMPORT Sibntances | Wy U.s. CUSTOMS
DECLARATION Nonnarcotic Substances in Schedules Iil e CERTIFICATION
Date of Departure / Arrival

] ExPORT Nonnarcotic Substances in Schedules Ill, and IV and all substances
DECLARATION in Schedule V

RTER/EXPORTER (Na Address)

BROKER OR FORWARDING AGENT, IF USED Name of Carrier / Vessel_
(Name and Address)
Date of Certification

Si re of Customs Official

ISTRATION NO

T BE IMPORTED OR EXPORTED )
AE AND QUANTI A | 2¢c. DATE IMPORTED/EXFPORTED
e L R PRE sec | AND ACTUAL QUANTITY
stances | pleted by registrant at time
reparation) ransaction)

CJFoReiGN ] bo PORT OF ON (last U.S [J FOREIGN [] DOMESTIC PORT OF IMPORTATION (first U.S

s Port) AND APPROX. DEPARTURE DATE ms Port) AND APPROX. ARRIVAL DATE

MODE OF TRANSPORT; NAME OF VESSEL / CARRIER (if knowr NAME OF ALL INTERMEDIATE CARRIERS

NAME AND ADDRESS OF FOREIGN CONSIGNEE/CONSIGNOR

|| Legitimate medica d [[] Scientific research

7_ Exported, are intended for
tle 21, CFR 1312.27.)

ereby cerlify that the above named substance(s) to be ] Imported g
Other (If intended for reexport beyond the country of destination described in block 5 above, attach documentation per Ti

rtation is not contrary to the laws or regulations of the country of destination.

d as “Export Declaration”, attach documentation that ir
NAME OF FIRM AND TELEPHONE NUMBER

RE OF AUTHORIZED INDIVIDUAL OF IMPORTER DATE
ER, BROKER OR WARDING AGENT

Previous edition daled 4/80 is OBSOLETE
OPY 1




Permit to Export — Controlled Substances

e DEA issues a DEA Form 36, Permit to Export
 DEA registered Exporter completes column 7c on

the DEA Form 161 when product received

— Actual date and quantity received (base in
grams per line item on the permit)

— Ensure DEA Permit Number is noted on the
form

— Email completed 161 to csimex@usdoj.gov

21 CFR 1312.11 and 12 32



U.S. Department of Justice
Drug Enforcement Administration

PERMIT TO EXPORT

The Administrator of the Drug Enforcement Administration, being the official charged with the administration of the laws
relating to the exportation of the dangerous drugs to which the Controlled Substances Import and Export Act and the
several international treaties apply, authorizes and permits the following exportation of controlled substances from the
United States.

DATE OF ISSUE EXPIRATION DATE PERMIT NO. L o

COMPETENT NATIONAL AUTHORITY Date of Issue:
Import Certificate No:

Competent Authority:

EXPORTER

CONSIGNEE

PORT OF EXPORT FOREIGN PORT OF ENTRY

Item No. Number and Size of Packages Name of Substance or Preparation Controlled Substance Content

Total Number of Items ; REEXPORTATION PR(

The exportation is to be made in one consignment from the designated port of export and is not to be made
by mail or parcel post.
NOTES:

Endorsement by U.S. Customs This is to certify that the controlled substance merchandise described herein was exported from this port.
(Original and Duplicate)

(Port) (Signature/Title) (Date)
Endorsement by Government of Importing Country: This is to certify that the controlled substance merchandise described herein
(Quintuplicate) was imported. If quantity is different than permitted, please indicate in Notes section above.

(Signature) (Title) (Date)
For the Administrator:
Sean P. Mahoney, Chief
International Drug Unit

Address: Drug Enforcement Administration
International Drug Unit (ODOI)
(Signature) Washington, DC 20537

DEA Form 36 (10/02)

ORIGINAL --- TO ACCOMPANY SHIPMENT




Export Declaration

e DEA Form 236, Controlled Substances Import/Export
Declaration for export:

Non-Narcotic Substance (CllI, CIV, CV)
Narcotic Substances (CV)

 Must be submitted at least 15 Days before proposed
Exportation

* Transaction ID number issued by DEA

 DEA Registrant completes column 2c on DEA Form 236 when
items received

21 CFR 1312.27

34



rug Enforcement Administration OMB APPROVAL

U. S. Department of Justice
No. 1117 - 0009

CONTROLLED SUBSTANCES IMPORT / EXPORT DECLARATION

Read Instructions on reverse before completing)

See reverse for Privacy Act

U.S. CUSTOMS

E\’:E%CL":;{AT;O;\ Nonnarcotic Substances in Schedules IlI, IV, V - CERTIFICATION
Date of Departure / Arrival

EXPORT Nonnarcotic Substances in Schedules Ill, and IV and all substances

: ___~~DECLARATION n Schedule V S el
IMPORTER/EXPORTER (Name and Address) BROKER OR FORWARDING AGENT, IF USED
(Name and Address)

Name of Carrier / Vessel

Date of Certification

Signature of Customs Official

=GISTRATION NO
TROLLED SUBSTANCES TO BE IMPORTED OR EXPORTED - - ]
b. CONTROLLED SUBSTANCE CONTENT OF DRUG DATE IMPORTED/EXPORTED
names as sho S, OR PREPARATION expressed i, base or AND ACTUAL QUANTITY
ages; strength - , el alkaloid. (Enter names of controlied substances ompleted by registrant at time
contained in the drug; compound, or aration) ction)

FOREIGN [ ] DOMESTIC PORT OF IMPORTATION (first U.S

JESTIC PORT OF EXPORTAT
) AND APPROX. ARRIVAL DATE

ROX. DEPARTURE DATE Customs Port

O

toms Port) AND AP

MODE OF TRANSPORT,; NAME OF VESSEL / CARRIER (if known) NAME OF ALL INTERMEDIATE CARRIERS

NAME AND ADDRESS OF FOREIGN CONSIGNEE/CONSIGNOR

hereby cerlify that the above named substance(s) to be [ | Imported [] Exported, are intended for [_| Legitimate medical need, [ | Scientific research

] Other (If intended for reexport beyond the country of destination described in block 5 above, attach documentation per Title 21, CFR 1312.27.)

attach documentation that importation is not contrary to the laws or regulations of the country of destination.

If used as “Export Declaration
GNATURE OF AUTHORIZED INDIVIDUAL OF IMPORTER/ | DATE [ NAME OF FIRM AND TELEPHONE NUMBER

XPORTER, BROKER OR FORWARDING AGENT

Previous edition dated 4/80 is OBSOLETE
OPY 1




LISTED
CHEMICALS

/////////



General Record Keeping

All records should be:
* Readily Retrievable
 Easily Identifiable

* Must be kept for 2 years/ 4 years



LISTED CHEMICAL
RECORDS & REPORTS

— Regulated person is defined as any individual, who
manufactures, distributes, imports, or exports a
listed chemical, a tableting machine, or an
encapsulating machine........

— Regulated person must keep records of regulated
transaction

21 CFR 1310.03



LISTED CHEMICAL REPORTS

 Report of regulated transaction extraordinary
guantity

e Uncommon delivery method

e Excessive or unusual loss of listed chemical
identified by DEA previously

* Transaction of regulated or encapsulating or
tabulating machine

21 CFR 1310.05 39



Each Record Must Contain

» ldentification of each party

» Name & Address

» DEA number, Date of Transaction, & Method of transfer
» Name, quantity & form of packaging of listed chemical

» Description of the tableting or encapsulating machine (make,
model, and serial number)

» Type of ID used by purchaser (number)

» Normal Business records will suffice as long as the above info
is contained within (not financial records)

21 CFR 1310.06



Import/Export Declaration
List | and List Il Chemicals

e DEA Form 486, Import/Export Declaration
List | and List [| Chemicals

e Required for all imports and exports of List |
and List Il chemicals with the exception of
importation of pseudoephedrine,
ephedrine, and phenylpropanolamine

21 CFR 1313 o



EACH CHEMICAL BULK MANUFACTURER
SHALL SUBMIT ANNUALLY:

» Manufacturing
» Inventory
» Use data
» Submitted to:

DEA

Attn: Drug & Chemical Evaluation
Section/ODE

8701 Morrissette Drive
Springfield, VA 22152

21 CFR 1310.05(d)



22?2QUESTIONS???

43



Contact
Information

Marsha L.D. Ikner, Staff Coordinator
Synthetic Drugs & Chemicals Section
Drug Enforcement Administration
8701 Morrissette Drive
Springfield, Virginia 22317
202-598-2283 (Office)
Marsha.l.ikner@usdoj.gov

44
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