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MEETING MINUTES

Welcome and Introductions..........................
Janice F. Oliver, Deputy Director

Center for Food Safety and Applied Nutrition (CFSAN)

Linda Arey Skladany, Esq.

Senior Associate Commissioner

Office of External Relations

Overview of Process.....................................
Janice F. Oliver

*Foods Statutory Provisions

Next Steps and Timelines.............................
Leslye M. Fraser, Associate Director for Regulations /CFSAN Office of Regulations and Policy

Presentation outlining the information contained in the “Stakeholders letter” dated July 17, 2002, from Joseph A. Levitt to the FDA Foods Community [www.cfsan.fda.gov/~dms/sec-ltr.html]


OPEN DISCUSSION
Richard Clemente / Truckload Carriers Association

· Which of these four regulations will implicate “refrigerated” carriers?

Leslye Fraser / CFSAN 

· Registration is for food facilities;

· The provision that expressly covers transporters is the recordkeeping provision  in section 306 of the Act. 

· A number of these regulations have “boundary” questions that are still being addressed, for example the mixed-use business;

· With the prior notice provision, transporters may be impacted, even if not directly regulated, depending upon how industry operates. 

Margaret Irwin / American Trucking Associations

· Customs only needs 15 minutes prior notice for trucks coming across the border; to demand 8 hours for close to the border operations would breed havoc; we do not want trucks sitting on the side of the road for hours, as that may create an opportunity for someone to tamper with the truck or its contents;

· Trucking industry has nothing electronic, not feasible to require trucking to electronically register;

· Rail, water and air are all on electronic systems;

· Trucking industry would like to be tied in to the Customs ITDS system, which is a paperless system;

· Truck seals have unique identifiers on them.  When state inspectors, such as law enforcement, open/break the seal, they do not re-certify the seal.  FDA needs authority to re-certify the seal if they are going to be opening/breaking them; once seals are broken, the load is rejected;

· What do we mean by secure facility?

Leslye Fraser / CFSAN 

· We are working on defining the term “secure facility”.

Wanda Warner / The International Air Transport Association

· Who is subject to give prior notice?

Leslye Fraser / CFSAN

· FDA is still working on “who” is responsible for complying with the requirements.

John Conley / National Tank Truck Carriers, Inc.

· Who is liable if a detained shipment spoils but is later found to be ok?

Leslye Fraser / CFSAN

· We are holding meetings with Customs and DOT to determine how loads are secured and held, etc.

Margaret Irwin / American Trucking Associations

· FDA needs to work closely with Customs on shipments where there are a number of off-loadings and inspections taking place.

Leslye Fraser / CFSAN

· We plan to work with other affected agencies as we develop the regulations.

Wanda Warner / The International Air Transport Association

· With regard to prior notice, the shipper does not know the country of origin; how will this work?



Leslye Fraser / CFSAN

· This goes back to the question of “who” gets to be the one responsible to give prior notice that we are working on determining.

John Conley / National Tank Truck Carriers Inc.

· Are transporters required to register as a food facility?

· There is an occasion where truckers will go to the railyard and pick up tanks of food after being held (storage facility).  Are these railyards storage facilities that “hold” the food captured in the regulations?

· There is no fee for facilities to register.

· FDA was the first agency to call them after 9-11; he recognizes FDA for this.

· Would the bill of lading satisfy the records requirement?

Leslye Fraser / CFSAN

· We are looking at this kind of information as to existing business practices and regulations that require the type of information that may satisfy the regulation’s requirements.  

· FDA suggests that you submit as comments a description and sample of what you currently keep, and what you believe would be sufficient to satisfy the requirements of the statute.  

· Also let us know how long industry currently retains this information.

John Conley / National Tank Truck Carriers Inc.

· Commented that if you are a transporter only of hazardous waste, there are certain records you are exempt from keeping, but if you are the owner/operator you have to keep certain records.

· Would truckers that take chemicals to water treatment systems be covered?

Leslye Fraser / CFSAN

· If thought of as food or food component, yes.

· What we normally regulate as food is not changing.

John Conley / National Tank Truck Carriers Inc.

· Is the agency envisioning being flexible to allow electronic records and/or paper records?

Leslye Fraser / CFSAN

· We are looking at what people tend to keep already and how flexible we can be without compromising the purpose or effectiveness of the regulations.

Tim Weigner / Food Marketing Institute

· Will the records be required to be located at the facility?

· Wholesalers and distributors sometimes operate out of a central facility data bank and records may not be stored on site.

Leslye Fraser / CFSAN

· We are looking at and working on defining what is “reasonably accessible.”

Wanda Warner / The International Air Transport Association

· Are we interpreting “importers” to include foreign firms?

Leslye Fraser / CFSAN

· OCC currently is determining this issue and any limitations.

Ann Chettle / The Association of American Railroads

· How do we assess penalties (i.e. intentional vs. non-intentional failure to comply).

Cynthia Leggett / ORA

· It is a prohibited act if you do not comply.  Each instance will depend on the circumstances, the intent and the violation.

Margaret Irwin / American Trucking Association

· In 1997, the number of domestic shipments was 2.3 trillion.

· Domestic freight manifesting is discouraged.

· There are 800,000 hazmat shipments a year.

· When asking for paperwork for domestic shipments versus cross border, there are large difference in the numbers.  There are many more domestic shipments.

Leslye Fraser / CFSAN

· The statute says domestic and foreign (import) shipments are covered.

· The statute directs us to establish regulations for an entity to establish and maintain records, not to submit them to us.

Thomas Cook / National Renderers Association

· His industry is not interested in re-inventing the wheel.  Encourages FDA to look at what industry is doing now.

Leslye Fraser / CFSAN

· This is why the agency is considering a performance standard type regulation for recordkeeping.  

· Our intent is to be effective and efficient as possible.  To the extent that you are already keeping the records required by the new regulation, that may suffice.

Thomas Cook / National Renderers Association

· If CVM already has a list of all of our facilities, do we still have to register under the new regulation?

Leslye Fraser / CFSAN

· Yes.  The new authority requires us to assign a unique registration number to all facilities.

Thomas Cook / National Renderers Association

· How do you go about notifying all the facilities that they have to register?

Leslye Fraser / CFSAN

· Outreach programs, education, publications, etc.

Thomas Cook / National Renderers Association

· How do we verify out of business operations or information is up to date?

Leslye Fraser / CFSAN

· The responsibility is on the facility to update FDA.  We recognize that a facility going out of business may not be thinking about FDA.  We are working on these issues.

Thomas Cook / National Renderers Association

· Will FDA compare our lists with other lists like FBI to see if targets are out there?

· The definition of facility is not correct / typo in the Stakeholders letter

Leslye Fraser / CFSAN

· Look at the definition of facility in section 305 of the statute.

Thomas Cook / National Renderers Association

· What about retail facilities that prepare foods and serve like a restaurant?

Leslye Fraser / CFSAN

· We need to define mixed use businesses like restaurants and farms.  These are boundary questions being worked on by OCC.

· Part of our challenge is asking is it the facility or the activity being regulated?

Ann Chettle / The Association of American Railroads

· Was FDA empowered to inspect imported foods before this Act?

ORA

· Yes through embargo authority and authority to seize.

Richard Clemente / Truckload Carriers Association

· We have DOT, EPA and other federal requirements.  What jurisdiction issues may arise?

Terry Troxell / CFSAN

· We are looking at tying into other federal agencies activities and then issue guidance on those issues.

Richard Clemente / Truckload Carriers Association

· Does FDA pass on their authority to seize or impound?

ORA

· Most states use their own rules and regulations, but some are commissioned by FDA and in that case use FDA regulations.

· We are working on partnership versus contracts with states.    
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