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This is a joint industry presentation on behalf of the trade 
associations shown
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Recall procedure

Originated by

• Internal investigation
• MAH complaint investigation
• HA notification

Internal 
Communication

Investigation

• Which batch(es) is/are involved
• Batch(es) status: how many distributed; how much material still in 

stock
• To whom have they been distributed (customer name, address, 

contact person, quantity delivered, when , how, …)

• To all relevant areas of the organization including, but not limited to:
• Top management
• Supply Chain
• Regulatory Affairs
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Recall procedure (cont.)

External 
communication

• Contact all MAH involved
• Request information on the batch status: already consumed; how 

much in stock; how much distributed 
• How the recall of all material will be performed, who will be 

responsible

Product 
collected

• Product reconciliation
• Inventory system update
• Material segregation in the warehouse
• Risk based decision on what to do with the recalled material

The process should not take more than 3 business days
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Responsibilities
The responsibilities within API manufacturer should be clearly defined in 
an internal procedure
The responsibilities between API manufacturer and MAH are defined in 
Quality Agreements  

Traceability
API traceability is required and retrieved in a timely manner:

API Manufacturer
should keep detailed information 
on:
• To whom the API was 

distributed (e.g. address of the 
receiving site(s), …)

• Quantity shipped, date of 
shipping

MAH
should keep detailed information on:
• Origin of the API and when
• In which DP batches the API was 

used including quantities
• To where, when, how and quantity 

of the DP batch was distributed 
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