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Chairman Peterson, Ranking member Lucas, members of the committee, thank you for the opportunity to testify at today’s hearing to review the current food safety systems at the Department of Health and Human Services (HHS) and the U.S. Department of Agriculture (USDA). 

Introduction

The committee is right to be reviewing food safety systems at both HHS and USDA, which, primarily through the Food and Drug Administration (FDA) and the Food Safety and Inspection Service (FSIS), carry out most of the federal government’s food safety regulatory activity.  
I would note, of course, that the Environmental Protection Agency (EPA) also plays an important role in food safety as the agency charged by Congress with setting tolerances for pesticide residues in food, and many other agencies within HHS and USDA and across the federal government perform food safety data collection, research and inspection activities.  Moreover, literally thousands of state and local health and agriculture departments and laboratories play critical frontline roles in the nation’s food safety system, with primary responsibility lodged at the state and local level for responding to illness outbreaks and regulating the food safety practices of the one million retail food outlets in this country.  
My testimony today will focus primarily on FDA and FSIS, but one of my key messages is that we need to understand food safety as a system problem that needs an integrated system solution, and we need a comprehensive food safety reform strategy that takes account of the severe challenges faced by both FDA and FSIS, as well as the many other agencies in the system, in carrying out their food safety responsibilities.  
FDA and FSIS both have a lot of good people working hard within the existing system, but today’s food safety system is fundamentally flawed. As the National Academy of Sciences (NAS) and Government Accountability Office (GAO) have found in numerous studies, the federal food safety system is plagued by obsolete laws and food safety strategies, inadequate and often poor use of resources, and fragmented organizational structures. Based on these problems, the GAO has placed the federal government’s food safety program on the list of federal programs at high risk of failure, and GAO included food safety among the 13 problems most in need of urgent attention by the new administration and Congress.
It is thus important that President Obama has already made food safety a high priority for the Administration, as has Secretary Vilsack, and I’m sure food safety reform will be high on the agenda of Governor Sebelius and Dr. Hamburg upon their confirmations by the Senate as Secretary of HHS and Commissioner of FDA.

But, while there is much the food safety agencies can do on their own to improve their programs, transformative and sustainable food safety reform requires strong action by Congress, based on a 21st century vision of what a modern food safety system can and should do.  
In my testimony today, I will briefly outline the elements of a modern vision for the nation’s food safety system and then analyze the challenges FDA and FSIS face in fulfilling the vision.  

Vision

The vision I outline here is rooted in the seminal 1998 NAS report Ensuring Safe Food From Production to Consumption.  That report and a series of subsequent GAO reports have called for a science- and risk-based food safety system that focuses on preventing food safety problems and that makes efficient use of all available public resources for that purpose.  The key functional elements of such a preventive system include: 

1. Taking a farm-to-table approach to preventing food safety problems;
2. Using risk analysis to better understand potential hazards, design interventions, and prioritize prevention efforts;
3. Collecting necessary data to support risk analysis, through monitoring of the food supply, foodborne illness surveillance, and food safety research;
4. Harnessing the primary role of food producers, processors, retailers and consumers in preventing food safety problems;
5. Implementing preventive process control, such as HACCP, throughout the food industry; 
6. Establishing science-based food safety performance standards;

7. Carrying out a modern inspection program to support the vigorous enforcement of food safety standards;
8. Integrating food safety efforts among federal, state, and local food safety agencies; 
9. Allocating government food safety efforts and resources in relation to risk and opportunities to reduce risk; and 
10. Observing sound food safety practices at the final preparation and consumption stage through well-informed commercial food handlers and consumers. 

This system-oriented vision for the food safety system is widely embraced.  The question for Congress is: what reforms will it take to implement the modern vision of an effective food safety system?  My view is that it will take a modern legislative mandate, adequate resources that are better used, and effective leadership and management structures.  These are the key ingredients for any successful government program, and all are lacking in the case of food safety.  FDA and FSIS simply do not have the tools to be successful. 

Gaps in the Food Safety Tool Kit 
Modern Legislative Mandate
FDA’s basic food safety legislative tools date back to 1938, while the principles governing FSIS slaughter inspection under the meat and poultry inspection laws were adopted in 1906.  Today’s food safety laws were passed before foodborne pathogens emerged as a central public health concern and as a threat to the well-being of the food industry, and before globalization made the United States as dependent on food imports as it is today. As a result, neither FDA nor FSIS has the modern mandate and legal tools to deal with today’s food safety challenges.


Food and Drug Administration 

FDA’s basic, 1938-vintage statutory tools for dealing with Salmonella and other foodborne pathogens and chemical contaminants consist of authority to enter and inspect food factories, warehouses and other establishments; a broad definition of when a contaminant renders food legally “adulterated;” and the ability to seek judicial intervention to remove adulterated food from commerce.  With respect to imports, FDA’s legal authority is limited to examining shipments at the port of entry and blocking them if FDA inspectors can detect a problem.  

These limited tools give FDA some ability to react to problems after they occur, but very limited ability to ensure that food safety problems are prevented in the first place. 

In particular, under current law, FDA lacks:

· A legislative mandate and accountability for reducing foodborne illness;

· Authority to hold the operators of all food facilities accountable for implementing modern preventive controls that reduce the risk of foodborne illness;

· An inspection mandate that ensures an adequate frequency of inspection;

· Authority to routinely examine company records to verify that proper food safety procedures have been followed;

· Authority to administratively detain products that have not been produced under proper conditions;  

· Authority to require that companies be able to provide immediate traceback information so that major outbreaks can be more promptly contained; 

· Authority to order a recall of unsafe products and enforce rigorous implementation of needed recalls;

· Authority to penalize violations of food safety standards other than through cumbersome and time-consuming court proceedings; and

· Authority to hold importers accountable for ensuring that imported food is produced using modern preventive controls and in a manner that meets U.S. standards.      
Food Safety and Inspection Service

The core FSIS legislative mandate is to conduct inspection in slaughter houses and in plants that process meat and poultry products.  The original 1906 mandate for carcass-by-carcass slaughter inspection was a response to The Jungle and Upton Sinclair’s documentation of diseased animals, gross insanitary conditions and often intentional commingling of bad meat with good.  The visual inspection Congress mandated was effective in addressing those problems, but, as found by the NAS and other expert bodies, this mode of inspection is ineffective in dealing with today’s food safety concerns.  Pathogenic bacteria are, of course, invisible.  

Congress also mandates daily FSIS inspection of all plants that process meat and poultry products, without regard to the nature of the operation, which today may range from the relatively high-risk processing of raw ground meat products all the way to the pizza plant that applies pepperoni slices to a pizza that will be cooked to a very high temperature.  In the case of the pepperoni pizza plant, FSIS will already have inspected the slaughter of the animals that provided the meat and the manufacture of the pepperoni at the processing plant. 

Slaughter plants and many meat processing plants are among the most sensitive and risk-prone links in the farm-to-table food safety system and deserve substantial government inspection.  It is very clear, however, that the current inspection mandate and the resulting mode of inspection at FSIS is obsolete and wastes government resources that could be used more effectively in those plants and elsewhere to prevent foodborne illness.  
Despite its obsolete statutory mandate, important changes have occurred in the FSIS program in recent years.  Prior to 1994, the official position of the Department of Agriculture was that slaughter houses and plants processing raw meat were not responsible or accountable for pathogen contamination, on the ground that consumers were expected to properly cook the product.  We changed that when I was Administrator of FSIS by (1) declaring that E. coli O157:H7 is an adulterant in raw ground beef, (2) mandating that all slaughter and processing plants implement a modern preventive control system called HACCP (Hazard Analysis and Critical Control Points), and (3) establishing for the first time microbial test requirements and pathogen reduction performance standards. 

Since the reforms of the mid-‘90s, FSIS and the industries it regulates have made progress in reducing pathogens, but progress has been constrained by the agency’s obsolete statutes.  On the positive side, minimizing pathogen contamination is now seen as a central part of the FSIS mission, and the professional staff at FSIS has been creative in using the tools they have to pursue pathogen reduction.  Reductions in the incidence of contamination have been achieved for some pathogens, such as Listeria in deli meats and Salmonella in poultry, and many companies in the meat and poultry industry have substantially increased their own pathogen testing and pathogen reduction efforts in response to both FSIS initiatives and market incentives.   
On the negative side, an industry legal challenge has put a cloud over the enforceability of the pathogen reduction standards FSIS established in the 1990s, and those standards have not been updated in the way we originally intended.  Thus, FSIS is forced to rely on obsolete benchmarks and indirect means in an attempt to drive pathogen contamination down to levels we know are achievable, when it should be setting and enforcing science-based performance standards to protect consumers.  Moreover, because meeting the obsolete statutory inspection mandate consumes nearly all FSIS resources, it has limited capacity to invest in more modern approaches to enforcing every plant’s duty to prevent food safety problems through HACCP and other means. 

There is room for more food safety progress at FSIS within the current statutory framework, but FSIS is unable to fulfill the vision of a modern, science- and risk-based food safety system because it lacks a modern food safety law.  Most importantly, FSIS lacks:

· A legislative mandate and accountability for reducing foodborne illness;

· A mandate and authority to deploy resources efficiently to prevent foodborne illness;

· Authority to address food safety problems at the point of animal production, where many pathogen problems originate;
· A mandate and clear authority to set and enforce science-based pathogen reduction performance standards;

· Authority to order a recall of unsafe products and enforce rigorous implementation of needed recalls; and 

· Authority to conduct food safety research.  
Adequate Resources That Are Used Efficiently 

FDA regulates 80% of the food supply and the vast majority of food imports with a budget of about $650 million.  FSIS regulates about 20% of the food supply with a budget of about $1 billion.  The primary explanation for this dichotomy is that FDA has no food safety legislative mandate that requires a certain level of funding to fulfill, while FSIS has an inspection mandate that provides a strong anchor for FSIS resources.  Slaughter plants cannot operate unless FSIS mans the slaughter lines, and issuance of the FSIS mark of inspection, which processing plants must have to ship food, depends on the daily inspection.  
Fulfilling the vision of a modern, science- and risk-based food safety system requires not only an adequate level of resources but the targeting of government food safety efforts and allocation of resources based on risk and the best opportunities to reduce risk.  The differences in the current resource situations at FDA and FSIS mean they have distinct resource challenges.


Food and Drug Administration 

FDA currently has ample flexibility legally to allocate its resources based on risk.  FDA’s primary problem is that it has too few resources to allocate.  FDA can inspect food facilities on average once every 10 years, and is unable to inspect all high-risk facilities even once per year.  Moreover, as documented by the FDA Science Board, a group of independent experts from outside FDA, FDA’s science base for food safety has eroded over the years; it has miniscule resources for applied food safety research; and it lacks the modern information systems that are essential to implementation of a science-based and preventive food safety program.

Fortunately, Congress has recognized this funding shortfall at FDA and begun to correct it with increases in the last two budgets, and the Obama Administration has signaled plans for further significant increases.  This is good news. 

It is essential to remember, however, that FDA will never have enough resources to be successful on food safety as long as it remains in a primarily reactive mode.  That is why it is so important that Congress give FDA the mandate and authority to change the food safety paradigm to one that holds all food facilities accountable for implementing modern preventive controls and meeting science-based standards and gives FDA the tools to enforce that duty efficiently and effectively.  

Food Safety and Inspection Service

The resource problem at FSIS is less the level of resources and more the inefficient use of those resources, which is driven by the obsolete nature of the inspection mandate.  I believe that FSIS needs a strong inspection mandate and that FSIS needs every one of the billion dollars Congress gives it to do its food safety job.  But, FSIS needs a modern inspection mandate that is aimed at addressing today’s food safety challenges and preventing foodborne illness and that directs and empowers FSIS to better allocate its resources within slaughter and processing plants and outside those plants, in ways most likely to improve food safety.   
Effective Leadership and Management Structures
One of the key findings of the 1998 NAS report Ensuring Safe Food From Production to Consumption was that the organizationally fragmented nature of the nation’s food safety system is an obstacle to fulfilling the vision of a science- and risk-based program that is effective in preventing foodborne illness.  With responsibilities spread across numerous federal agencies and thousands of state and local agencies, it is often unclear which agency is responsible for what, and there is a fundamental lack of clearly lodged responsibility and accountability for mounting an integrated, systems approach to preventing foodborne illness. That is why the NAS recommended unifying all federal food safety programs under a single, accountable leadership structure. 

I believe the creation of a single food safety agency is a worthy long-term goal, but consideration of that possibility should take a back seat to the immediate need and opportunity we have to improve the food safety programs of FDA and FSIS, where they sit today within HHS and USDA.  This includes improving the leadership and management structures through which they implement their food safety programs. 

Food and Drug Administration
Last week, Trust for America’s Health (TFAH) issued a report Keeping America’s Food Safe: A Blueprint for Fixing the Food Safety System at the Department of Health and Human Services.  This report noted the fragmentation of management responsibility for food safety within FDA.  Two headquarters units and the FDA field force having major food safety responsibilities but are separately managed, with no official whose fulltime job is food safety having management responsibility and accountability for the program’s success.  In order to implement a new paradigm of risk-based prevention of foodborne illness, FDA, HHS and Congress need to address this management problem.   

In addition, as noted in the TFAH report, the Centers for Disease Control and Prevention (CDC) is also a separately managed unit within HHS but plays a central role in investigating and thus helping to contain foodborne illness outbreaks.  CDC also must play an even larger role in implementing the new prevention-oriented, risk-based food safety paradigm, as the agency on which the nation relies to compile and analyze information on foodborne illness – information that FDA and the food industry need to design and implement preventive measures.  New mechanisms are required to improve management of multi-state outbreaks involving both FDA- and FSIS-regulated products and to ensure that CDC has the resources and accountability to provide the data and analysis on human illness that FDA and FSIS need for prevention.   

Food Safety and Inspection Service

FSIS, through the Administrator and Under Secretary for Food Safety has ample fulltime leadership for food safety.  
The primary structural issue at USDA is that FSIS and the Under Secretary for Food Safety are precluded from conducting food safety research and must rely solely on the Agricultural Research Service (ARS) for the applied intramural research that FSIS needs to do its job.  ARS has many fine researchers, and its mission includes meeting the research needs of operating agencies within USDA, such as FSIS, but ARS also has competing priorities, and its food safety research priorities are influenced by factors other than the FSIS program needs.  A science-based food safety regulatory program should have the authority to conduct its own applied food safety research, in addition to collaborating with researchers in other agencies and in academia. 
Conclusion

In considering food safety reform at FDA and FSIS, it is critical that Congress keep its eye on the big picture and address the needs of these agencies comprehensively.  We owe the people working on food safety at FDA and FSIS the legal tools, resource levels and flexibility, and management structures they need to meet today’s challenges.  

Thank you again, Mr. Chairman, for the opportunity to testify today.  I look forward to the committee’s questions.
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