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· Thank you. Good morning. 

· First, I’d like to acknowledge the important role the NTSB plays in our nation's transportation safety, and particularly over the last few days—with the heroic effort you're making to investigate the tragic plane crash in New York City Monday. 

· As devastating as that accident is, your quick work to investigate the cause has helped to calm Americans' immediate fears. Although the precise cause of the crash is not yet known, it doesn’t appear to be another terrorist action, although sabotage is possible.

· We certainly wish you every success in that ongoing investigation.

· We're happy to co-sponsor this first ever FDA/NTSB joint public meeting. I'm glad to see our two organizations take this opportunity to work together to look at the role of sedating or impairing medications in accidents and related injuries.

· I'd like to thank Marion Blakey, the recently appointed chairman of the National Transportation Safety Board, Carol Carmody vice chair, and Dr. Vernon Ellingstad and his staff at the NTSB, for assisting FDA in putting this meeting together. And thanks to Dr. Ellingstad, and Dr. Steven Galson from FDA, for co-chairing the meeting today.

· I'm pleased to see the level and range of expertise assembled here today on our panels and as witnesses to consider the issues in front of us. Thank you all for being here.

· The FDA is very supportive of the NTSB's efforts to improve the safety of our nation's transportation operators and we look forward to being a part of that effort. 

· As our former FDA Commissioner, Dr. Jane Henney, and former NTSB chairman, James Hall, indicated last year, we do take this issue seriously. Today’s workshop demonstrates our commitment to consider all perspectives—including those of the transportation industry, other government agencies and the public. We will also work with the pharmaceutical industry when considering recommendations related to labeling changes.

· What are the issues we hope to address today and tomorrow?

1. First, how can we increase awareness of the public about the possible impairment caused by certain prescription and OTC drug products?

2. How can we identify those products that may cause impairment?

3. How can we help the public avoid taking products that may cause impairment when they’ll be driving?

4. Would relabeling those prescription or OTC products help?

· By looking at the data available today—we hope to define the magnitude of the public health issue--both for transportation operators, and for those with whom they share the roads, rails, skies, and waterways.

· We’d like to look at possible mechanisms to screen for effects on driving--perhaps by looking at well-established assessment methods to see if they could be used to evaluate operators taking potentially problematic medications.

· We want to identify the best ways to communicate the potential risks to the public. If we decide that labeling modifications are one effective way to accomplish this, what changes should be made so that labeling will be more informative to the user?

· In closing, let me say that to the extent that drugs we have approved are contributing to errors made by vehicle operators—we’re concerned. 

· I assure you that we will seriously consider all comments related to this issue —whether the comments come out of this meeting or are submitted to the docket.

· The issues are complex, but they're not insurmountable. Let's work together to find the solutions.

· Thanks to all of you for participating in this meeting and for contributing your time, expertise, and creativity. I'm looking forward to a productive session.
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