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Manufacturers, Importers & Exporters 
Conference  

Inventories, Records, & Reports 
National Harbor, MD 

June 19, 2013 
Marsha L. D. Ikner 

Synthetic Drugs & Chemicals Section 
Arlington, Virginia 

(202) 598-2283 



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 



Foreign Source of 
Raw Material 

Importer Manufacturer 

Distributor 

Practitioner/Pharmacy 
Hospital/Clinic 
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Inventories 
21 CFR 1304.11 (a) 

4 



Inventories 
• Inventory 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  
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Inventories: 

• Separate 
 
• Initial 
 
• Biennial 
 
• Newly Controlled Substances 
  
CFR 1304.11 (b),   21 CFR 1304.11 (c),   21 CFR 1304.11 (d) 
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RECORDS 
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Records 

All records should be: 
 

• Readily Retrievable 
 

• Easily Identifiable 
 

• Must be kept for a minimum of 2 years 
 
 

 



Records 
• 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) 
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Separate Records: 
Schedule I & II: 
      
Maintained Separately from All Other 

Records 
 
  
 
21 CFR 1304.04 (f)(1); (g); (h)(1) 
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Separate Records: 
Schedules III, IV, & V: 
 

• Separate from All Other Records 
 
• or “Readily Retrievable” 
 
• Separated Out from all other Records in a 

Reasonable Time Period   
 
 21 CFR 1304.04 (f)(2); (g); (h)(2) 11 



Separate Records: 
• Separate Records..  
 

–For each Registered Location  
   
      and  

 
–Independent Activity 

 
 
 
 
 
 
 
 
 
 
 
 
 

21 CFR 1304.21 (b) and (c) 
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DEA Form 222 
• Required for each distribution of Schedule I & 

II controlled substance  
 
• Issued in books of 7 or 14 forms each 
  
• DEA 222 Form has Three Copies  
 
• Serially numbered and issued   
 
21 CFR 1305 
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DEA Form 222 
• Purchaser must prepare and execute …in triplicate  
 
• Each DEA 222 Form has Ten Lines  
  
• Only One Item Per Line 
    
• Total # of Items Are Noted on Form 
 
• Typewriter, Pen,  or Indelible Pencil 
 
• Legible signature of authorized person 
 
• Attachments not allowed   
  

15 



• Unaccepted Order Forms:   
  

• 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  
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DEA Form 222 



REPORTS 
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Destruction of CS 

• Destruction of Controlled 
Substances 

 
• Complete a DEA Form 41 
 
 
 
 
21 CFR 1307.21 
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DEA Form 106 
Reporting the Theft or 

Significant Loss of 
Controlled Substances 
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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. 

 
• “Significant Loss” is also defined here 
 
 
 
21 CFR 1301.74(c), 1301.76 (b) 
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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 
• Actual Theft or Loss 
 
• Not an Inventory Adjustment (Not for 

Balancing Inventory)  
 
• 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) 
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Theft or Loss Defined 

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

 
• 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 6c 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 26 



Permit to Import is required for import: 
–  Schedule I and  II controlled substances   
–  Narcotic controlled substance (CIII, CIV, or CV)  
–  Drug Code 7369 (Dronabinol) 
–  Non-Narcotic (CIV, CV) which is also listed in 

 Schedule I or II of the International Psychotropic 
 Convention 

 
 DEA registered Importer submits a DEA Form 357, 

Application for Permit 

 21 CFR 1312.11 and 12 
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Permit to Import – Controlled Substances 
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Import Declaration  

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

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

• 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) 
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Permit to Export – Controlled Substances 
 
• 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 
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Export Declaration  
• DEA Form 236, Controlled Substances Import/Export 

Declaration for export:  
 Non-Narcotic Substance (CIII, 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 
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LISTED 
CHEMICALS 
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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 

 



• Report of regulated transaction extraordinary 
quantity 

• Uncommon delivery method 
 

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

 
• Transaction of regulated or encapsulating or 

tabulating machine 
21 CFR 1310.05 39 

LISTED CHEMICAL  REPORTS 



Each Record Must Contain  
  Identification 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 I and List II Chemicals 

• DEA Form 486, Import/Export Declaration 
List I and List II Chemicals 

 
• Required for all imports and exports of List I 

and List II chemicals with the exception of 
importation of pseudoephedrine, 
ephedrine, and phenylpropanolamine 

     
21 CFR 1313 41 



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) 
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???QUESTIONS??? 
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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   

 Contact  
Information 
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