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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. 
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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

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

Desktop (Model TDP)Manual Floor



Tableting & Encapsulating Machines

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

Desktop (Model TDP)Manual Floor



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



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  



Required Recordkeeping

§1310.04 Maintenance of records.

(a) Every record required to be kept subject to §1310.03 for 
a List I 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



Contacts

Encapsulating/Tableting Machine

Tablet-EncapsuleMachine@dea.gov

Thank you

mailto:Tablet-EncapsuleMachine@dea.gov
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