Chris Lewis' talking points

Ground Rules

· Again, welcome to the meeting; before we begin, we need to talk about the topics we will cover as well as point out what topics are beyond the scope of this meeting.

· The purpose of this meeting is to discuss and obtain information to help FDA determine what additional actions may be necessary to provide consumers with adequate information about the presence of allergens on food labels.  The focus of this meeting is labeling of foods.  Therefore, there will not be discussion on the technical aspects of food processing.

· The meeting will address only the topics outlined in the Federal Register notice:

· source or plain English labeling

·  advisory labeling

· labeling of ingredients exempted from declaration (common or usual names of flavorings, spices, and colors; incidental additives).

· We will not discuss other issues such as latex glove allergies and restaurant labeling.  These issues are beyond the scope of the meeting today.

· For members of the Press present today, FDA officials will not be doing any interviews since the agency is here in a listening mode.  There are FDA press officers here today- Ruth Welch, Kathleen Kolar, and Sebastian Cianci.  Please see them if you have any questions or need assistance. 

· There will be opportunity to ask written questions to panelists at the end of each panel.  Write your questions on the cards and give them to the ushers as soon as possible.  To conserve time, we urge you to write your questions ASAP before the panel concludes.  We will answer as many questions as possible, and as time allows.  

· Understand that questions from the public should be addressed to the panelists, not FDA, and should only be on the specific subject that the panel has just discussed.

· Ask questions-not comments.  Comments are for pre-registered speakers or others as time permits.

· FDA is here today in a listening mode and will not answer any questions.  Audience questions are to be directed to the industry/consumer panel.

· The last part of the meeting will be devoted to public comment.  For those of you who wish to make a public comment, and have not pre-registered, there are sign up sheets at the registration desk.  First come first served.  These statements should be no longer than 3 minutes.

· There will be a timer set up for the public presentations.  We'll let you know if you are going beyond your 3 minutes and need to stop.

· In addition to the oral public statements at the end of the day, you and anyone else may also submit written comments.  They should be sent to Dockets.  Information on how to submit comments to Dockets can be found in the Federal Register notice announcing the meeting.  There is a copy of the FR notice in your package.

· There will be a transcript of the meeting available approximately 1 month after the meeting.  The transcript will be available at the Center's website, www.cfsan.fda.gov.

· Now that we have covered the ground rules for today's meeting, I would like to discuss briefly our regulatory framework, activities surrounding allergen issues and the questions on which we are seeking input.

[SLIDE PRESENTATION]
· Next I will like to introduce the panelists:

· Regina Hildwine, Senior Director, Food Labeling and Standards, Regulatory Affairs, National Food Processors Association 

· Michael Jacobson, Ph.D., Co-Founder and Executive Director, Center for Science in the Public Interest 

· Lisa Katic, R.D., Director, Scientific and Nutrition Policy, Grocery Manufacturers of America 

· Anne Munoz-Furlong, President and Founder, Food Allergy and Anaphylaxis Network 

· John Hallagan, General Counsel, Flavor and Extract Manufacturers Association, American Spice Trade Association, and International Association of Color Manufacturers will participate on panel III this afternoon.

· Kate Winkler, Legislative Assistant from the Office of the Honorable Nita M. Lowey will give a congressional update on activities on the labeling of food allergens.  We invited Ms. Lowey's office to talk today because her office has initiated draft legislation on the labeling of food allergens.

· Next I would like to introduce the FDA listening panel:

· Ken Falci, whom you’ve already met

· Felicia Satchell, Director, Division of Standards and Labeling Regulations, ONPLDS

· Kathy Gombas, Deputy Director, Division of HACCP, OFP

· Thomas Wilcox, Medical Officer, Office of Scientific Analysis and Support
· Theresa Dziuk, Consumer Safety Officer, FDA's Minneapolis District Office will discuss the summary of inspectional finding on the FDA / Minnesota and Wisconsin Food Allergen Partnership.
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