DRUG ENFORCEMENT ADMINISTRATION

2023 DEA Supply Chain Conference
Diversion Control Division
Houston, Texas

Tableting & Encapsulating Machines

May 2-4, 2023



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.
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= Tableting & Encapsulating Machines

= Laws, Regulations, and Reporting Requirements
= Reports for Regulated Machines

= DEA Form 452 — Reports of Regulated Machines
= Required Recordkeeping

= Proof of Identification

= Seizure and Release of Regulated Machines

= Contacts



Definitions

= Title 21 United States Code (USC) Controlled Substances Act (CSA)
= §802 Definitions

= Regulated Person:
(38) The term "regulated person” means a person who manufactures, distributes,
imports, or exports a listed chemical, a tableting machine, or an encapsulating
machine or who acts as a broker or trader for an international transaction involving
a listed chemical, a tableting machine, or an encapsulating machine.

= Regulated Transaction:
(39) The term "regulated transaction” means —
(B) a distribution, importation, or exportation of a tableting machine or
encapsulating machine.



Tableting & Encapsulating Machines

1 | 1

Manual Desktop (Model TDP) Floor

Tableting Machine means any manual, semi-automatic, or fully automatic equipment which may be
used for the compaction or molding of powdered or granular solids, or semi-solid material, to
produce coherent solid tablets. Title 21 C.F.R. 1300.02



Tableting & Encapsulating Machines

Manual Desktop (Model TDP) Floor

Encapsulating Machine means any manual, semi-automatic, or fully automatic equipment which may
be used to fill shells or capsules with any powdered, granular, or semi-solid material, or liquid
material. Title 21 C.F.R. 1300.02



Law, Regulations, and Reporting Requirements

= The Controlled Substances Act (CSA) and its implementing regulations
provide for limited controls on tableting or encapsulating machines.

= Title 21 C.F.R. 1310.05(b)(2) The regulated person also must file a
report of the transaction (on DEA Form 452) with the Administration
through the DEA Diversion Control Division secure network
application.

= Domestic Transfer: Oral notification must be made to the field office
where the regulated person is located when the order is placed, and a

DEA form 452 must be filed within 15 calendar days after the shipment
of the machine to the purchaser.




Law, Regulations, and Reporting Requirements

= Title 21 C.F.R. 1310.05(c) Each regulated person who imports or
exports a tableting machine, must file a report of such importation or
exportation on DEA Form 452 with the Administration through the DEA
Diversion Control Division secure network application.

= |Importation: DEA form 452 must be filed online at least 15 calendar
days prior to the anticipated arrival date by the importer.

= Exportation: DEA form 452 must be filed online at least 15 calendar
days prior to the anticipated shipping date by the exporter.




Law, Regulations, and Reporting Requirements

= The purpose of the DEA Form 452 is to notify the DEA, rather than to
indicate an approval, or disapproval, as specified by the law.

= Importers, exporters, distributors, manufacturers, and purchasers of
tableting and encapsulating machines are “regulated persons.” 21 U.S.C.
802.

= According to 21 C.F.R 1310.04(a), regulated persons must maintain
records of transactions for a period of two years.

= Regulated persons are not subject to the same stringent inspection
requirements as a DEA registrant.



Reports for Regulated Machines

U.S. DEPARTMENT OF JUSTICE X DRUG ENFORCEMENT ADMINISTRATION

DIVERSION CONTROL DIVISION
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REPORTING > Reports Required by 21 CFR > Reports for Regulated Machines - DEA Form 452
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DEA Form 452 - Reports for Regulated Machines

Purpose: The purpose of this form is to report all domestic, imports,
and exports transactions of tableting and encapsulating machines to

DEA.

To DEA: A DEA Form 452 at least 15 days prior to the import or
export and within 15 days after a domestic transaction.

From DEA: The Transaction Identification Number.



DEA Form 452 - Reports for Regulated Machines

Drug Enforcement Administration

- L Cesaription of Exsh echirm DEA Trerseclan Ik
Reports for Regulated Machines )
Wed Tracking No— Machina Typs: [~ Encopasiating [ Tabletiy | Machine Typm: [JEncopaintig [ Takiwting | Machine Tyym: [Encapsieting [ Tabletig
Federal Regulations reguire a reguiated person to submit a detailed report of any Import or Export of tableting or encapsulating machines. A Bl e S E
tableting machine or encapsulating machine may not be imported or exported until a DEA transaction identificafion has been filed by the
Administration. Fedeﬁlregulanatsmqneamglaedpelsmmsuhmademledrepmddl domestic regulated transactions in a tablefing Msiac Maiac M
machine or encapsulating Modei: Modet: Miodei;
1. Type of Request: OME Approval Mo. 1117-0024  Expiration Date: 11300071 T Bk [Jhnnel [QEecre [Hamel Cesst [Jhana
2. Type of Submission: | JORIGINAL [] AMENDED [T] WITHDRAWAL Daacripman: Daacripmon: Dancripiar
3 Purpose Nead: [Medcal [JCommercial [TJScienifc _JOther (please descibe]:
Bachine Typs: [ Ercapusiating [[] Tabwitng | Michis Typm: [ Emapuiating [[] Tabiwting | Machina Typs: [JEncopmiating [ ] Takinting
Herdel & Hariel & Hardel &
4. Proposed Dats of import: DEA Transaction ID- m m m
Anticipated Port of Entry- - !
[JEewie []Mama [Jesare []Mamal ek [Mama
5. Regutated Person: {Business Mame, Business Address]: 5. BrokenForwarding Agent: (Business Name, Business Address | | —— Dascriptin: [ ———
Bashive Typm: [] Ercapusinting [ Tabiwting | Bahiss Typs: [JEmmpusietng [] Tabisting | Bamhine Type: [CJEmapuining [ Takiniy
Fegisiration Number [required If rgsiered): Courry: Eactal Eartal & Eadal -
POC Name: POC Name: Main: Main: Main:
Emall SarEss: Emall aaress: More!: Modet Miode:
Business Phane: Business Phone: [ el ml_LU [eieasio [ Mamal Otk [ Mane
7. Conalgner- (Bus " Business Adaress]; Damexiplion: Descriplion: Damcriplian:
Bashiw Typs: []Encapwsiniing [ Tabiwiing | Bwshiww Trps: []Evpwsietng [ Tabieting | Bashine Type: []Encwisiing [ Takintig
il il & Badal &
Country: GHIMA L Lo L
POC Name: Mot Modet 5
Emall address: [Jewiie [ sawal [Jewoia [ Mamal m |
Business Phane: Cowmxiplian: sscriplion; Cowxiplian
E-SIGNATURE OF AUTHORIZED INDIVIDUAL: DATE:
Bushive Troe: [ Encuwelaiing [ Tabiwia | Beshiue Tros: [JEneapsaleivg [ Tabivitg | Bubiow Tree: []Evoawniaing [ Tabinin
PRIVACY ACT INFORMATION Public: reporting burden for this collection of infermation s estmated Bl Garlal Guvial &
AUTHORITY: Secion 301 of the Controlled Substances Act of 1870 mr;mwmﬁ e i Maier
(PL1-513). of . Ebdaians,lndlxhrghnmeluw instructions, searching Lo Miorisr L H
PURPOSE: Report of Reguiated Machines. existing data sources, gathering and mamntai ﬂ'ledﬂaneeded.
ROUTINE USES: The Controlled Substances Act authorizes the mmgmmmmmemlm;mhmmm [Jewow []wamwal [Jewarc []Mawei [t []eai
production of spedal reports required for stafistical and analytical mmregzdnghsludenesmneuzx]oﬂnraspeﬁﬁhs Ducaiplian: Daacriplitan; Dareriplion:
purposes. Disclosures of |nhnmc|1ﬁunﬂ'lssgsbema-en-ajem collection of imformation. including supgestions. for reducing this
the: fiollowing categories of users for the purposes stated: burden. to the Drug Enforcement Administration, Aftn: Federal
A Other Federal kaw enforcament and reguitory agencies for L .BTI:HMumssemeDrrveSpnpﬁHd. Besiive Trow: [ Encapeniaiing [ Tableiing | Moshiww Troe: [JEneapwniaiing [ Tativion | Bustsios Tee: [Jevospwntaiing [T Tativin

enforcement and regulatory purposes.
B. State and local law enforcement and reguiatory agencies fior aw
enforcement and regulatony purposes.
EFFECT: Fﬁewmmmtlnmmsmmﬂ
and 403 of the Controlled Substances
Under the Paperwork Reduction Act, apssmlsnmreq.radm
respond to a collection of information unless it di a cumently
walid OMEB control number. ars

Regster Representative/OOW,

WA Z215Z; and i the Office of
HEdLﬂnangectNa_ﬂﬁmmWamr@m DC. 5!:1
Freedom of Information: Please prominentty identify
mdmndmslnasmfmmnmpEEBCFlemdexemm
4 of the Freedom of Information Act (FOLA). In the event DEA
ma%ﬂmﬂmoﬂansﬂlmmﬁ.mll
written notice to the registrant to obtain such information. will
give written notice to the registrant to allow an opportunity to cbject
prior to the refease of information.

DEA FORM - £52 {Previous VErsion csolete.)

DEA PG - 452 Prwions weion obeolin.



Required Recordkeeping

§1310.04 Maintenance of records.

(a) Every record required to be kept subject to §1310.03 for
a List | chemical, a tableting machine, or an encapsulating
machine shall be kept by the regulated person for 2 years
after the date of the transaction.



Proof of Identification

= Regulated persons must identify the other party to the transaction.

= Transactions with a business: Use such methods as checking a
telephone directory, credit bureau, Better Business Bureau, or DEA
registration number. 21 C.F.R. 1310.07(b).

*When transacting business with a new representative of a firm, the
regulated person must verify the claimed agency status of the
representative. 21 C.F.R. 1310.07(c).



Proof of Identification

= Transactions with an individual or cash purchasers: Required to
obtain proof identity such as signature of the purchaser, drivers
license, and one other form of identification. 21 C.F.R. 1301.07 (d).

=Transactions with a new customer who is not an individual or cash
customer, the regulated person shall establish the identity of the
authorized purchasing agent or agents and have on file that
person’s signature, electronic password, or other identification. 21
C.F.R. 1310.07(e).




Seizure and Release of Regulated Machines

= Failure of the regulated person to comply with the applicable laws
and regulations may result in seizure of the shipment by the
Customs and Border Protection (CBP) or Drug Enforcement

Administration (DEA)

= Regulated persons will need to coordinate with DEA field offices
and/or CBP in order to release detained machines



Encapsulating/Tableting Machine

Tablet-EncapsuleMachine@dea.gov

Thank you


mailto:Tablet-EncapsuleMachine@dea.gov
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