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November 7, 2003

Mark McClellan

FDA Commissioner

C/O Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, Maryland, 20852
Re:  FDA Docket Number, 2003N-0361.Actionable Steps For Rapid Deployment Of The Proven Secure Transport Service (STS) To Create A Counterfeit Drug Alert Network 

Dear Mr. McClellan,

FDA's Counterfeit Drug Task Force Interim Report indicates there is a need to strengthen the systems used for reporting by, and alerting of, stakeholders and the public as to the existence of counterfeit drugs. One option reported is to “Create a counterfeit alert network through use of existing, or newly developed, communication tools that allow reception, dissemination, and sharing of information about counterfeit drugs in a timely manner (e.g., to pharmacists, manufacturers, wholesalers, and law enforcement and public health officials).” We have a newly developed and proven communication tool that can be used to rapidly create the alert network needed at an affordable cost.

We have worked collaboratively with the Social Security Administration (SSA), General Services Administration (GSA), and the U.S. Postal Service (USPS) to create a Secure Transport Service (STS) that provides consistent, fast, and credible electronic communication between all levels of government.  STS can meet the need for a Counterfeit Drug Alert Network.  

We have defined actionable steps that will result in rapid deployment and implementation of an STS based Counterfeit Drug Alert Network on a national scale.  These steps, which can be accomplished before the end of 2004, are summarized below.  The actionable steps are structured such that they can be accomplished sequentially or simultaneously, depending on your needs. We can further detail the steps in an Action Plan.

Step 1.  Lay Cornerstone Capability.  (“Kick the tires”)  Establish the cornerstone of the Counterfeit Drug Alert Network to enable information sharing capability for public health alerts and incidence reporting.   Within 90 days, STS can be implemented for a FDA’s Office of Criminal Investigations (OCI), one State law enforcement agency, one manufacturer, one wholesaler, one re-packager, and one pharmacy. 

Step 2.  Establish FDA Core Infrastructure.   (Information sharing to the State level) Establish the core FDA national Counterfeit Drug Alert Network infrastructure to immediately enable private, secure executive communication at the Federal & State level.  The core infrastructure includes implementation of STS at appropriate FDA divisions within 60 days, and deployment to 50 States within 180 days

Step 3.  Build FDA National Infrastructure.   (Information sharing to the local level)  Deploy STS Counterfeit Drug Alert Network to counties and municipalities within 360 days.  

Step 4.  Extend Counterfeit Drug Alert Network.  (Information sharing with industry) Deploy to additional manufacturers, wholesalers, re-packagers, and pharmacies as directed.  

FDA will gain a rapidly expanding capability to support information sharing.   This capability will grow exponentially throughout the industry.  

Sincerely,
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Maurice W. Haff

President & CEO
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