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Controlled Drugs Licensing and 
Reporting

Key Features and Expectations concerning

Import and Export Licensing
Managing Estimates
Quarterly Statistics
Annual Statistics
Future changes and improvements -
Pharmatrust
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Import and Export Licensing

Aim to issue all valid import/export licence 
applications within 7 working days

Some reoccurring problems include:
• Incorrect foreign importer/exporter address
• Consignment imported/exported post licence expiry date
• Greater quantities imported/exported than approved on licence

Companies should:
Always provide foreign address where consignment is physically 
imported from or exported to
Inform IMB straight away
Highlight these issues in S.O.Ps – ensure staff are trained
Bring up issues with suppliers
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Statistical Reporting Requirements 

IMB is required to regularly report to the 
International Narcotics Control Board 

(INCB)

• In accordance with the United Nations Single Convention 
on Narcotic Drugs, 1961

Form A – Quarterly Statistics
Form B - Annual Estimates
Form C – Annual Statistics 

• In accordance with the United Nations Convention on 
Psychotropic Substances , 1971 

From A/P – Quarterly Statistics
Form B/P - Annual Estimates
Form P – Annual Statistics 

INCB Website: http://www.incb.org/

http://www.incb.org/


Managing Estimates

The INCB Estimates System limits the use and 
distribution of drugs to an adequate amount 

for medical and scientific purposes and 
ensures their availability for such purposes

Companies should:
Inform IMB of any new products being supplied 
Provide a forecast of imports and stocks of new products
Inform IMB of increases or decreases in demand for current 
products

IMB can apply to INCB to supplement estimates 
during the year – approx. 6 week approval timeline
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Quarterly Statistics

Reconciliation of import and export licences issued in 
the previous quarter

Companies should:
Endorse all licenses within 7 days of execution
Return all endorsed licences to IMB
Return quarterly statistics forms promptly – even if 
consignment has not yet been imported/exported

Quarterly Statistics must be completed not later than 
1 month after the end of the quarter to which they 

relate
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Licence 
Number

Exporting 
Country

Company Substance Name Approved 
Qty

Date 
Received

N322/2010 UK ABC Ltd Morphine



Annual Statistics

Wholesale Annual Statistics provide vital 
information for the measurement of 
Ireland’s consumption of each drug

A Drug is regarded as ‘consumed’ when it has been 
supplied to a person for retail distribution, medical 

use or scientific research
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Annual Statistics

Wholesale companies submit Annual Statistics 
electronically

• Complete a pre-set excel spreadsheet with following 
headings

Drug
Product
Amount of drug per unit dose (mg)
Pack Size
Number of Packs

• End of year stock count must include all stock held on 
premises

Quarantine Stock
Damaged Stock
Waste 
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Pharmatrust

Pharmatrust is a secured extranet which has 
been developed by the IMB to provide a 

more efficient process for submission and 
management of estimates and license 

applications for controlled drugs

Benefits include:
Ease of application
Easier access to information
Quicker turn around times
Less opportunity for errors

https://pharmatrust.imb.ie/
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Thank you for listening

Please feel free to contact me with any controlled 
drug related queries

deirdre.ryan@imb.ie
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