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Cargo Theft



Overview

• FDA experiences
• Challenges
• FDA actions
• Corporate responsibility
• Next steps





NABP helps….



Market withdrawals…
significant impact



Medwatch Reports linked to stolen product



Medical devices 
too….



Challenge…many different types of products in one theft



Cargo theft:  FDA activities

• Established internal rapid response SOP
• Created Cargo theft webpage
• Active FDA/OCI engagement with law enforcement and 

manufacturers re: stolen products
• Public alerts
• Supply chain stakeholder alerts
• Stakeholder meetings re: what’s needed to stop this 

public health threat
• Stakeholder letter





Stakeholder letter – April 2010
• Supply chain stakeholders should ensure that measures are in place to 

minimize the risk of warehouse and cargo theft
• Supply chain stakeholders should continuously review

– Physical security of warehouse
– Current security practices
– Procedures for transporting products

• Supply chain partners should ensure that business partners & carriers 
review and have strengthened storage and in-transit security practices

• Procedures to take when a theft occurs
– Notify FDA/OCI
– Working with FDA District Office
– Action Plan
– Notification



Potential Q’s from FDA regarding 
cargo/warehouse theft

• Who are the firm's contact(s) authorized to discuss product removal from the 
market as well as public notification of the cargo theft?

• What has the firm determined about the theft?

• What are the details of all products that were stolen, to include: 

• Were entire lots stolen? Had a portion of the stolen lot(s) been legitimately 
distributed prior to the theft? 

• What is the quantity of related lots of product in legitimate distribution and/or 
secured? 

• Have any controls been put into place since the theft to stop distribution of 
other products from the affected lots - or of similar products? 

• Has the firm performed a risk assessment to determine the public health risk 
posed by the products that were stolen? What factors has the firm determined 
will affect the risk posed by the products that were stolen, e.g. changes in 
storage or handling conditions? 



Potential Q’s from FDA regarding 
cargo/warehouse theft

• Does the firm intend to inform or warn the public about the products that were 
stolen? If so, how and when? If the firm intends to issue a Press Release, is 
the firm wiling to share the Press Release with FDA for input prior to 
issuance? If not, how has the firm handled the situation so as to obviate the 
need for public notice? 

• Has the firm already sent any communication(s) to customers about the 
stolen products? 

• Has/will the firm develop an Action Plan in response to this theft? Will the firm 
share the Action Plan with FDA? When? 

• How can consumers identify a product from the stolen lot(s) What steps 
should consumers take who receive the stolen product, e.g. discontinue use, 
consult physician,return product, etc. 

• Does the firm have any information regarding where this product wil be 
sold/distributed? 

• Has the firm received any consumer complaints or reports of injuries or 
illnesses associated with product that could have been stolen?



Next Steps

• Corporate responsibility
• Stakeholder meetings
• Best practices?
• Role of Boards of Pharmacy?
• Other……



COMMENTS OR QUESTIONS???
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