
MEMORANDUM OF MEETING
Date:

August 2, 2002

Place:

Food and Drug Administration (FDA), 5600 Fishers Lane, Rockville, Maryland

Participants:

State Associations
Deanna Baldwin, National Egg Regulatory Officials

Roland Fletcher, Conference for Radiation Control Program Directors

Crystal James, Council of State and Territorial Epidemiologists

Ken Moore, Interstate Shellfish Sanitation Conference

Denise Rooney, Association of Food and Drug Officials

Larry Yates, National Environmental Health Association

FDA
Linda Arey Skladany, Senior Associate Commissioner for External Affairs

Dennis E. Baker,  Associate Commissioner for Regulatory Affairs

Janice F. Oliver, Deputy Director, Center for Food Safety and Applied Nutrition (CFSAN)

Leslye M. Fraser, Associate Director for Regulations, CFSAN, Office of Regulations and Policy

Louis J. Carson, CFSAN

Jo Anne Marrone, Office of the Commissioner (OC) 

Marquita Steadman, CFSAN

Patricia Kuntze, OC

Paul Raynes, ORA

Betty Harden, CFSAN

Nega Beru, CFSAN

Elizabeth Robboy, ORA

Cynthia Leggett, ORA

Marion Allen, CFSAN

Michele Velasquez, CFSAN

May Dimasin Nelson, CFSAN

Anne Taylor, CFSAN

Melissa Scales, CFSAN

Denise Beavers, CFSAN

John Kvenberg, CFSAN

Alyson Saben, ORA

Jarilyn Dupont, OC

Subject:
Proposed Rules Mandated by the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (“the Bioterrorism Act” or “the Act) (PL107-188)

This was one in a series of consultations that FDA held with various stakeholder groups to obtain their views on what FDA should consider when drafting proposed rules mandated by Congress in the Bioterrorism Act.  The primary purpose of these meetings was to explain the provisions in the Bioterrorism Act related to foods and to obtain stakeholder input regarding the drafting of the registration, prior notice, recordkeeping, and administrative detention regulations mandated by the Bioterrorism Act.

______________________________________________________________________

Linda Arey Skladany welcomed the participants and opened the meeting by describing FDA’s response to the events of September 11, 2001.  Ms. Skladany described the new statutory authority provided by the Bioterrorism Act and noted the 600 recently hired employees in the field.  Ms. Skladany sought the participants’ concerns and suggestions regarding the Act, generally, and the four mandated regulations.

Dennis Baker welcomed the guests and described the importance of FDA’s field operations to the prevention of bioterrorism.  Mr. Baker stated that the states have a critical role to play in the implementation of the bioterrorism legislation and noted that FDA and the states will be working together closely.  Communications between FDA and the states are becoming more rapid, yet more secure.  FDA is providing guidance for detention and notifying the states which ports food will be held at unless the information is classified.  FDA has received authorization to provide grants for cooperative agreements and is seeking funding for next year.  Also, FDA will be registering firms domestically and internationally.

Janice Oliver welcomed the representatives and informed them that Ms. Fraser would be giving an overview of the Bioterrorism Act and presenting four areas where FDA must get final regulations published within 18 months.  Ms. Oliver highlighted the fact that FDA is seeking input from the states’ perspectives because the states have done registration, detention and embargoes before and FDA can learn from their experiences.  Ms. Oliver referenced Mr. Levitt’s July 17, 2002, letter to stakeholders and noted that, due to the short time frames, FDA must receive initial comments by August 30, 2002, in order to consider those comments in drafting the proposed regulations. 

Leslye Fraser explained that FDA is seeking comments from many constituents, including industry, consumer groups and transportation groups.  She noted that the comments of this and the other groups would be placed in the record and available to all to review.  Ms. Fraser presented a brief explanation of the process of clearing proposed regulations and explained FDA’s interest in receiving comments.  Ms. Fraser then presented an overview of the Bioterrorism Act.  Ms. Fraser reminded the participants that their suggestions and input for the proposals must be submitted by August 30, 2002 to be considered by FDA in drafting the proposed rule.  All other comments FDA receives after August 30th and through the public comment period will be considered as FDA develops the final regulations.

Comments/Discussion:

Crystal James originally is in list of participates, noted that her organization recently completed a food safety survey with the Centers for Disease Control (CDC), which reviewed how food safety is addressed at state and local levels.  Ms. James expressed concern that state and local governments address food safety in many different ways.  She noted, for example, that where one state has an environmental focus, another state uses epidemiologists.  

In response, Dennis Baker stated that FDA enjoys a longstanding working relationship with the states.  He acknowledged that states handle food safety differently but noted that FDA’s Federal State Relations Group has contacts with the states, and that these contacts routinely handle matters, conduct joint investigations and share information.  FDA, however, is trying to improve communications mechanisms, for example, with new data networks.

Janice Oliver added that FDA is open to ideas for improving communication with the states and asked participants to suggest ways to improve communications, for example, with groups coordinating outbreaks.

Roland Fletcher asked whether FDA screens food for radioactive contamination. Mr. Fletcher suggested that the Nuclear Regulatory Commission (NRC) and other federal agencies should communicate with each other.

Dennis Baker responded that FDA is equipping people at the border with radiation detectors.  He noted that there was a recent incident involving a radioactive component that was identified by the U.S. Customs Service with a detector.  FDA is engaging in a dialogue with the Department of Energy about scanning and recognizes the problem as an area of vulnerability.  Mr. Baker stated that FDA is seeking a coherent approach to the problem.

Janice Oliver noted that FDA already is talking to other agencies and she would consider adding the NRC to the groups.

Larry Yates, stated that his organization has a large number of members involved in food programs and health activities and suggested that he could obtain comments from his members by putting an announcement on NEHA’s website and in its journals.  He asked whether the proposals would be placed on FDA’s website.

Leslye Fraser responded that Mr. Levitt’s July 17, 2002, stakeholder letter and links to the Bioterrorism legislation are on the CFSAN website.  Ms. Fraser stated that she expected FDA’s Dockets Management Branch to support electronic submission to, and viewing of, the dockets for the four regulations.  Ms. Fraser added that the proposed regulations will be posted on the CFSAN website as links to Federal Register documents.

Larry Yates offered to provide a list of professionals that NEHA maintains to FDA for our use in seeking comments.  Janice Oliver expressed interest in obtaining the list.

Denise Rooney stated that her organization was not prepared to comment at this time but that she expects that they will submit their comments to the docket.  FDA representatives reminded all the participants that to be included in the consideration for the proposal itself the comments must be submitted to dockets by August 30, 2002, but that comments received after that date through the public comment period will be considered.

Ken Moore, stated that his organization had posted a notice of the Act on their website and that the Act was discussed at the meeting of their Board of Directors last week.  He stated that shellfish and milk are unique food products.  He noted that the shellfish industry presently has registration and recordkeeping regulations, "one up/one down," but not prior notice or detention regulations.  Mr. Moore thought that the states would welcome FDA having expanded authority.  He noted that the interpretation of the statutory standard, "threat of serious adverse health consequences or death," would be a very big issue and recommended that FDA involve as many people as it can in that process.  Mr. Moore stated that, in his interpretation, the Act goes beyond terrorism and has given FDA authority to strengthen the regulation of food supply both domestically and with regard to imports.  Mr. Moore added that although ISSC will provide comments, FDA should not expect a lot of comments because they have a lot of this in place already.

Leslye Fraser responded that, to the extent that the shellfish industry has these business practices in place already, that knowledge is useful to FDA as it develops the proposed regulations and in determining the burden of the regulations on industry.  Ms. Fraser asked ISSC to provide comments and information about existing business practices to the docket.

Ken Moore added that, with regard to records, ISSC has under discussion the creation of a uniform system of formatting and managing records.  

Janice Oliver responded that it also would be helpful to have ISSC’s comments in the docket with regard to standardization of records.  Leslye Fraser added that FDA wants to know ISSC’s current thinking and efforts on the subject of recordkeeping.

Larry Yates asked whether FDA would further define the exemption of restaurants, retail food and farms found in sections 305 and 306.  Specifically, Mr. Yates was interested in the question of when a facility ceases to be exempt due to actions taken on site, such as processing of food.  

Leslye Fraser noted that FDA is looking at whether other activities performed on site would bring an entity out of the exemption.  For example, if packing occurs on a farm, or processing of orange juice occurs on site, FDA must determine whether it will regulate the entities as processors or find them exempt as farms.  Ms. Fraser explained that they do not have the answer yet but that they are looking at how many farms are doing incidental packing.  Ms. Fraser also reminded the participants to keep in mind the animal feed issue and remember that the legislation applied to both food and animal feed.

Crystal James asked about future coordination among federal agencies.  Specifically, Ms. James asked whether the new commissioning authority will include some state officials as well as federal and whether electronic reporting systems for concerns about food will be able to talk to each other.  Ms. James expressed that there is concern among state officials that they will have to report food incidents multiple times.

Janice Oliver responded that state officials already are commissioned under previous authority.  Also, the CDC and FDA have a process in place for sharing information.  CFSAN has a person stationed at CDC and CDC has a person stationed at CFSAN.  With regard to the electronic reporting systems, Ms. Oliver noted that the food laboratories are developing a coordinated network and working with CDC, so that problems will not occur in the future.

Dennis Baker added that FDA currently has 816 state officials commissioned to do food and drug work for FDA including a few Assistant Attorneys General.  Our electronic reporting systems, Foodnet, Pulsenet, and Elexnet, use standard methods for users to report pathogens of interest to all the states.  It has now been expanded to all select agents.  If an event were to occur in multiple locations, people will see it and we will have a rapid response.  

Ms. James also noted the problem that some state people have been commissioned to work on a report but they do not have the security clearance to read the report.  

Ms. Oliver responded that before 9/11 FDA had people with clearances for national security but that not many needed clearances.  The food supply was not generally an area of concern.  Now, due to the flood of applicants for clearances, requests for clearances have been tiered.

Mr. Baker added that 30,000 requests for security clearances were received after 9/11.  FDA recognizes that we need state officials with clearances and more field people with clearances because the states and the field people are the first responders and will need access to classified information. 

Larry Yates asked whether the information collected under the new registration regulation would be available to the state and local governments, for example,  through the Freedom of Information Act (FOIA).

Leslye Fraser responded that the Act provides that the information is restricted, not subject to FOIA.  Ms. Fraser explained that FOIA allows people outside the federal government to request information.  If people are commissioned, they are within the federal family.  Ms. Fraser stated that FDA’s Office of Chief Counsel is considering the details of the FOIA analysis.

Ms. James noted that nothing was appropriated in the current budget for state grant programs and asked whether FDA will wait for funding.  She stated that based on a CDC-funded survey it appears that much help is needed for infrastructure.

Jarilyn Dupont stated that the authority for grants under the Bioterrorism Act may not rest with FDA, but may be elsewhere in the Department, and noted that funding could occur before the next budget cycle.

Ms. Oliver requested a copy of the CDC report to which Ms. James referred.  Ms. James stated that CSTE would provide the part of the report that dealt with the states, which already has been published.  The whole report, including the part of the report that dealt with the local governments, may not be available by August 30, 2002, as it still is being prepared for publication.

Denise Beavers asked Mr. Moore whether he had a sense of industry’s preferences with regard to recordkeeping.

Mr. Moore responded that ISSC has suggested forms in its program guide.  Recently, they questioned how useful the forms were.  They concluded that there is great value in uniformity, especially in a traceback situation. Mr. Moore believes that having suggested forms would be useful.  He will specifically ask this question when he solicits input from his organization for comments.

Roland Fletcher noted that CDRH and the states have been sharing information in their registration system for the past two to three years.

Ms. Fraser noted that there are a number of good ideas.  However, given the short time frame within which FDA must get the mandated regulations published, some of the good ideas may not be feasible to implement immediately, and may have to be implemented later.

Ms. Skladany closed the meeting and thanked everyone for participating.
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