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EXECUTIVE SUMMARY

PURPOSE

To assess the Food and Drug Administration’s oversight of food firm inspections
conducted by States through contracts and partnership agreements.

BACKGROUND

Inspections as a Key to Food Safety

The World Health Organization recently estimated that up to 30 percent of people living
in industrialized countries may suffer from foodborne illnesses each year. In the United
States, the Centers for Disease Control and Prevention recently estimated that foodborne
diseases cause about 76 million illnesses, 325,000 hospitalizations, and 5,000 deaths each
year. The annual cost of foodborne illnessin the United States is estimated to be between
$7.7 and $23 billion.

The Food and Drug Administration (FDA) plays akey role in overseeing the nation’s food
supply. Itisresponsible for the oversight of most foods involved in interstate commerce,
with the major exceptions of meat and poultry. Under the Federal Food, Drug, and
Cosmetic Act, the FDA’s primary role in food safety isto inspect the conditions under
which food is manufactured, processed, packed, and stored. The States also play a critical
role in overseeing the nation’s food supply. State and local governments conduct the
majority of inspectionsin the U.S., including food retailers, manufacturers, processors and
distributors within their State boundaries in accordance with their own laws and
authorities.

Over the past 25 years, FDA has extended its inspection coverage by utilizing the
resources and expertise in the States to fulfill its responsibility. For many years, FDA
relied on contract arrangements, through which FDA paid the States to conduct
inspections in accord with Federal regulations. In recent years, FDA has initiated
partnership agreements with a number of States. Under these arrangements, the States
agree to conduct inspections under their own authorities, without Federal funding, and to
share the results with FDA. An effective food safety system depends on the collective
efforts and coordination among Federal, State and local levels of government.

FDA Oversight asa Key to Accountability

In recent years, groups including the National Academy of Sciences, the Association of
Food and Drug Officials, industry trade associations, consumer groups, and the States
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themselves have recognized the importance of strong Federal oversight of State food firm
inspections. Such oversight is essential to assure consumers that necessary food safety
protections are in place, and to assure domestic industries and international trading
partners that the FDA is committed to the quality and uniformity of food safety regulation.

ThisInquiry

In this report, we begin by reviewing three fundamental factors that underscore the
importance of FDA oversight of State inspections conducted through contracts and
partnership agreements. We then turn, in more depth, to assess the adequacy of that
oversight system. We draw on avariety of sources in thisinquiry, including analysis of
FDA inspection data, national surveys, Site visits, observations of FDA audits, reviews of
the State contracts and partnership agreements, reviews of year-end evaluations, and
interviews with industry, consumer groups, and food policy experts.

IMPORTANCE OF OVERSIGHT
FDA ReliesHeavily on State Food Firm Inspections.

We found that in the past 3 years, States conducted through contracts and partnership
agreements, on average each year, 61 percent of food firm inspections recorded in FDA’s
national database. Although traditionally States have focused heavily on low-risk food
firms, increasingly, these State inspections are focused on high-risk food firms.
Partnership agreements, which rely primarily on State authorities and resources, are
becoming a significant source of food firm inspections. State inspections offer FDA an
important source of industry coverage, as well as expertise.

States Vary Significantly in their Capacitiesto Conduct I nspections.

We identified five significant ways in which State inspections and food programs vary:
inspection classifications, enforcement authorities, inspection authorities and regulations,
inspector education and training, and time spent on inspections. These variations raise
concern about the quality and uniformity with which FDA’s food program is carried out.

Variation in State Regulatory Programs can I nhibit Commer ce.

The variation in State laws and inspection practices adds complications, costs, and
frustrations for food firms engaged in multi-State commerce. For our internationa trading
partners, variation in State laws and inspection practices can undermine confidence in the
uniformity of U.S. food safety standards and enforcement efforts.
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FINDINGS
FDA'’s Oversight of State Food Firm Inspections is Limited.

Under contracts, FDA obtains minimal information to assess the quality of State
food firm inspections.

FDA'’s on-site audits have declined. Over the past 5 years, the number of audits
dropped 59 percent, from 253 in 1993 to 104 in 1998. In 1998, FDA district
offices did not conduct a single audit in 21 of the 38 States holding contracts.

FDA’son-site audits provide a limited basis for assessing State performance.
FDA relies primarily on independent audits, which focus on the accuracy of
inspection findings but give little attention to how State inspectors drew
conclusions. FDA’s lack of documentation of State performance further limits the
effectiveness of audits.

FDA’sreviews of State contract inspection reportslack much rigor. FDA
conducts minimal assessment of the quality of inspection reports submitted by
States. In response to our survey, 14 of 17 FDA district offices overseeing
contracts reported that they use no formal criteria to evaluate the quality of the
reports.

FDA rarely seeksinput from external sourcesto evaluate State performance.
FDA takes little advantage of its public meetings, food safety hotlines, or food
safety websites to solicit input from food firms, trade associations, or consumers
about the quality of State inspections.

Under partnership agreements, FDA obtains even lessinformation to assessthe
quality of State food firm inspections.

FDA does not audit State performance, but participatesin somejoint
inspections with States. FDA and State officials regard joint inspections as a
mechanism to provide on-site training for both Federal and State inspectors rather
than as atool to evaluate State performance.

FDA’sreviews of State partnership inspection reports are even more limited
than itsreviews of contract inspection reports. States submit differing levels of
information about partnership inspections, depending on the States' inspection
resources, policies, and procedures. We found that FDA district offices often
lacked enough information to assess the quality of inspections.

FDA provideslimited feedback to States on the quality of their inspections.
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The majority of FDA’s ongoing feedback to Statesrelies on informal
communication and individual district office initiatives. FDA does not
routinely provide States with written feedback on either its on-site audits or
reviews of State inspection reports.

FDA'’s performance evaluations provide States with little feedback about the
quality of Stateinspections. The majority of contract and partnership
evaluations contain cursory and general comments with little meaningful
assessment of States' performance. Furthermore, FDA rarely provides the
evaluations to States.

FDA'’sfeedback placeslittle emphasis on improving the quality of State
inspections. FDA'’s feedback is geared toward identifying deficienciesin food
firm ingpections rather than enhancing State performance. FDA does little to
identify best practices among States and disseminate this information.

FDA provideslimited feedback to the public regarding its oversight of contracts and
partnership agreements.

FDA does not make infor mation available about itsreliance on State
inspections or about State performance. Despite its extensive reliance on State
inspections, it shares little information about the extent and nature of its reliance.
Such information would provide an important source of FDA accountability to
consumer, industry, and other groups.

FDA Faces Significant Barriers in Overseeing States

FDA'’ s ahility to conduct quality oversight depends largely on its own internal capacities.
A number of barriersinhibit FDA’s capacity to conduct effective oversight:

Low priority of food safety inspections. Without a statutory requirement to inspect a
minimum number of food firms, FDA’ s resources to conduct food firm inspections has
diminished. Within the food inspection program, FDA’ s resources to oversee State food
firm inspections competes with its own resources to inspect food firms,

Limited leverage to over see partnership agreements. The majority of FDA and State
officials we spoke with underscored the fact that States are doing FDA afavor by helping
the FDA to extend its inspection coverage at avery low cost. FDA'’s heavy reliance on
States compromises its ability to be truly critical of these inspections.

Reduced training and agency expertise. Maintaining agency expertiseisvita to
effectively overseeing States. In the past decade, however, formal training has declined
and FDA haslost field experience in States that inspect the bulk of the food firms.

FDA Oversight: A Call for Greater Accountability 4 OEI-01-98-00400



Limited accountability of FDA district offices. FDA does little to assess the
effectiveness of district offices in overseeing State inspections.

Lack of important enforcement authorities. FDA must rely on State enforcement
authorities that it lacks, including the ability to revoke a firm’'slicense, to immediately
embargo food suspected of being adulterated, and to access all of afood firm’s records
without a Federal warrant. Several FDA and State officials have raised concerns that this
reliance compromises FDA'’ s ability to be critical of State inspections.

RECOMMENDATIONS

State governments play a critical role in ensuring the safety of the nation’s food supply,
both under their own authorities and in concert with FDA through contracts and
partnership agreements. They provide valuable resources and expertise that serve as a
complement to FDA’s own inspection efforts. Our recommendations recognize and build
on the importance of this State role.

For State inspections carried out under FDA auspices, it is essentia that FDA provide
effective oversight to ensure both the quality and uniformity of inspections. FDA brings
important strengths to this oversight role through a tradition that emphasizes science-
based research and a public health perspective. We offer seven recommendations, based
on the following template, on how FDA can provide leadership to address the
shortcomings we identified in its current system of oversight. FDA has aready
undertaken some recent initiatives in the direction we call for.

Template For Effective FDA Oversight
of State Food Firm Inspections

v’ Equivalency: Equivalency among Federal and State food safety
standards, inspection programs, and enforcement practices.

v On-site Audits: An effective on-site mechanism for evaluating State
inspection performance.

v Inspection Information: Routine submission of standardized
inspection information.

v’ External Sources. Information from varied external sources on State
inspection performance.

v Feedback to States: Substantive and timely FDA feedback to States
on ingpection performance.

v Internal Capacities: Enhanced FDA capacities to conduct effective
oversight.

v’ Public Information: Proactive public disclosure of FDA’sreliance
upon and oversight of State inspections.
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We present our specific recommendations below. But first we offer a caution.

An Initial Caution: FDA Should Reevaluate Its Reliance on the Partnership
Agreements as a Mechanism for Conducting Inspections.

Partnership inspections have grown to account for 43 percent of the State food firm
inspections conducted in association with FDA. While many of the State inspections may
well be of high quality, FDA is not in a position to adequately attest to the quality or
uniformity of these inspections.

We believe that atwo-tier system of FDA oversight, under which there is less oversight of
partnerships than contracts, is inappropriate. Asfollows, we offer our recommendations
as actions that FDA can take to oversee State inspections conducted through both the
partnership agreements and contracts. FDA must be able to assure consumers, industry,
and internationa trading partners that its commitment to quality and uniformity is
independent of the mechanism through which inspections are conducted.

Recommendation 1. FDA Should Work with States to Achieve Basic Equivalency
in Food Safety Standards and Laws, and in Inspection Programs and Practices.
» Pilot test a system audit as a mechanism to foster equivalency and evaluate State
capacity and performance.

Recommendation 2. FDA Should Devote High Priority to Improving its On-Site
Audit Mechanism for Evaluating the Effectiveness of State Inspections.

» Stress joint audits rather than independent audits.

» Develop guidance for effective on-site audits.

» Determine the appropriate minimum frequency for on-site audits.

Recommendation 3. FDA Should Require that States Routinely Provide FDA with
Standardized Information on the Inspections They Conduct.

» Define a core set of information to collect from States about food inspections.

» Provide guidance on the extent and nature of inspection report reviews.

Recommendation 4. FDA Should Draw on Multiple External Sources of
Information in Assessing State Inspection Performance.
» Solicit feedback from industry, consumer, and other groups on the adequacy of State
inspections.

Recommendation 5. FDA Should Provide Substantive and Timely Feedback to
States on Their Inspection Performance.

» Provide States with ongoing and written feedback from on-site audits.

» Provide States with periodic evaluations assessing overall performance.

» Promote information exchange on promising approaches of State programs.
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Recommendation 6. FDA Should Enhance Its Internal Capacities to Conduct
Effective Oversight.

» Ensure inspector competence in both inspection and audit functions.

» Hold district offices more accountable for conducting effective oversight.

» Ensure the systematic identification of all food firms in interstate commerce.

» Seek broader FDA enforcement authorities.

Recommendation 7. FDA Should Increase Public Disclosure of Its Oversight of
State Food Firm Inspections.
» Make more explicit information available about FDA’s reliance upon States and its
oversight of State inspections.

COMMENTS ON THE DRAFT REPORT

We received written comments on the draft report from the Food and Drug
Administration, the Association of Food and Drug Officias, the National Food Processors
Association, the National Fisheries Institute, and the Center for Science in the Public
Interest. In general, the report received wide support among each of the groups. In the
body of the report, we summarize the major comments and offer our responses. We
incorporated several changes recommended by these groups in the text of the final report.
The full text of each set of comments isincluded in appendix M.

The Food and Drug Administration

The FDA welcomes our report as atool to strengthen Federal oversight of State food
safety inspections. The FDA agrees with the majority of our recommendations and points
to anumber of recent initiatives underway that move in the direction we call for. The
FDA does not agree with our recommendation to solicit external information sources in
assessing State performance. The agency believes that its own audit process is the best
way to assess State performance. The agency also does not address our specific
recommendations about increasing public disclosure of information regarding FDA
oversight and State performance. Regarding oversight of the partnership agreements, the
FDA agrees that it must “fundamentally modify the nature of these agreements.”

We recognize that FDA is dealing constructively with many of the shortcomings we
identify in our report. We encourage the agency to continue to do so. We also urge the
agency to reconsider the value of external sources of information in assessing Sate
performance. We continue to believe that such information can serve as an important
complement to FDA'’s own audit information. On the matter of publicly disclosing
information, we urge FDA to take immediate action to post the performance information
we recommend. Such information could include identification of the States with which
FDA holds a contract or partnership, the number and types of inspections under each
arrangement, the ratio of FDA-to-Sate inspections in particular Sates, and the FDA’'s
assessments of Sate performance through audits or periodic performance evaluations.
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External Organizations Comments

The externa parties express support for the major thrust of our findings and
recommendations. Each group also raises severa concerns. The Association of Food and
Drug Officials (AFDO) emphasizes the expertise of many State programs and questions
whether al FDA district offices are currently in a position to adequately judge the quality
and uniformity of State inspections. The AFDO also underscores the work of the Roles
and Responsibilities work group within the National Food Safety System (NFSS) project
as an important reference point that FDA may want to consider in redesigning its
oversight of State food firm inspections.

The two industry groups, the National Food Processors Association (NFPA), and the
National Fisheries Institute (NFI), express particular support for our recommendation to
incorporate feedback from external partiesin the evaluation of State programs. The
NFPA urges that our recommendations go further by also including feedback from
external parties on the performance of Federa inspections. Neither group agrees with our
recommendation to provide FDA with additional enforcement authorities. The groups
believe that the current system of relying on State authorities for enforcement has worked
well. The Center for Science in the Public Interest (CSPI) strongly supports our report,
but does not feel that we went far enough with our recommendations. The CSPI’s
comments point out vulnerabilities and potential weaknesses in State inspection programs,
such as the potential influence of State politics and economics on regulatory oversight.
The group suggests that FDA should restrict reliance on States to low-risk inspections.

We are pleased with the broad support from each of the external parties for the major
thrust of the findings and recommendationsin our report. On the matter of State and
Federal expertise, we believe that AFDO raises an important point regarding the
variation in food safety expertise and inspection and audit practices among FDA district
offices. We recommend that FDA ensure inspector competence in both inspection and
audit functions. Such expertiseiscritical to the credibility of the oversight process. We
also recognize the current work underway through the NFSS project and we have
modified the text of our report to more fully reflect thiswork. Regarding concerns with
our recommendation to provide FDA with additional enforcement authorities, we
continue to believe that these authorities are a vital component of effective oversight.
We, along with other groups, raise concern that FDA's reliance on States to take
enforcement actions may compromise FDA'’s ability to be critical of Sates' performance.
On the issue of Federal reliance on Sate inspections, we do not seek to determine what
would be an appropriate balance of inspection duties among Federal and Sate
governments. However, we do emphasize that FDA should assure consumers that its
commitment to food safety is no less under partnershipsthan it is under contracts.

FDA Oversight: A Call for Greater Accountability 8 OEI-01-98-00400



TABLE OF CONTENTS

EXECUTIVE SUMMARY PAGE
INTRODUCTION .. e e e e e e 10
IMPORTANCE OF OVERSIGHT
FDA Oversight is Vital
Heavy reliance On Stales . . . . ..o ot 15
Variation among StateS . ... ..o ottt 17
Unevenregulatory playingfield . ......... ... . . i 20
FINDINGS
FDA Oversight isLimited
Minimal informationunder contractS . .. ......... . 21
Lessinformation under partnerships . ........oi it 24
Limited feedback toStates . ... 26
Limited feedback tothepublic .......... ... .. . . 28
FDA Faces Significant Barriersto Conduct Oversight
Low priority of food safety oversight . .......... ... ... .. .. ., 29
Limited leverageto oversee partnerships . . . ... oo it i e e 29
Reduced training and agency expertise . ... 30
Limited accountability of FDA districtoffices .. .......... ... ... ... ... .... 30
Lack of important enforcement authorities .............. ... ... ... ....... 30
RECOMMENDATIONS ... e e 31
COMMENTS ON THE DRAFT REPORT ... .. e 43
APPENDICES
A: States holding contractsand partnerships. . ... ... .o i L 48
B: Typesof partnershipagreements . .. ... ..ottt 50
C: FDA district offices overseeing contracts and partnerships . . ... ............... 51
D: Study methodology . ... ..o 52
E: FDA and State INSPECHiONS . . . . . oot e 54
F: State contract inspectiondata. . . ...t 55
G: FDA and State enforcement authorities . ............ ... .. .. 57
H: State educational and trainingrequirements . . . . ...t 58
I: FDA contract audits . .. ... ... i 59
J. Partnership agreement document analysis .. ... 60
K: Contract semi-annua performanceevaluation .............. ... ... ... ..... 62
L: Partnership annual performanceevaluation. . ............ ... ... 65
M: Full text of commentsonthedraftreport ........... ... ... ... ... 67
N ENANOLES . . . .o 96

FDA Oversight: A Call for Greater Accountability 9 OEI-01-98-00400



INTRODUCTION

PURPOSE

To assess the Food and Drug Administration’s oversight of food firm inspections
conducted by States through contracts and partnership agreements.

BACKGROUND

Importance of Food Safety

The World Health Organization recently estimated that up to 30 percent of people in
industrialized countries may suffer from foodborne illness each year, and the problem is
likely to be greater in developing countries.* In the United States each year, the Centers
for Disease Control and Prevention estimated that foodborne diseases cause about 76
million illnesses, 325,000 hospitalizations, and 5,000 deaths.? Even these figures may be
low due to the number of foodborne illnesses that go unreported each year. The
symptoms of foodborne illness range from mild stomachaches and intestinal upset to life-
threatening nerve, liver, and kidney problems. The annual cost of foodborneillnessin the
United States each year is estimated to be between $7.7 and $23 billion.® Some experts
project that the reported incidence of foodborne illness will increase by 10 to 15 percent in
the next decade.*

In 1997, in response to increasing challenges in maintaining the safety of the nation’s food
supply, the President launched the Food Safety Initiative to improve food safety and
reduce the incidence of foodborne illness. At the request of Congress, the National
Academy of Sciences assessed the effectiveness of the current food safety system. The
Academy’ s report, entitled, Ensuring Safe Food from Production to Consumption, raised
concerns about the fragmentation of the current system.> In 1998, the President
established a Council on Food Safety to coordinate food safety policy and resources.
Each of these groups has recognized the roles for Federal, State and Local agencies and
the importance of Federal oversight in ensuring the safety of our national food supply.

Inspections as a Key to Food Safety

Inspections of food firms, carried out by State and Federal agencies, are an essentia
component of the national food safety system intended to prevent foodborne illnesses.
The 1997 report to the President entitled, Food Safety from Farm to Table: A National
Food Safety Initiative, cited food inspections as one of six key components of a national
food safety system.®
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The Food and Drug Administration (FDA) plays akey role in overseeing the nation’ s food
supply. Itisresponsible for the oversight of most foods involved in interstate commerce,
with the major exceptions of meat and poultry. Under the Federal Food, Drug, and
Cosmetic Act, the FDA’s primary role in food safety isto inspect the conditions under
which food is manufactured, processed, packed, and stored. FDA'’s 20 district offices
carry out the food inspections under guidance from FDA headquarters.

The States also play acritical role in overseeing the nation’s food supply. State and local
governments conduct the majority of inspections in the U.S., including food retailers,
manufacturers, processors and distributors within their State boundaries in accordance
with their own laws and authorities. Many of the food firms inspected by States may also
fall under Federa jurisdiction if they are involved in interstate commerce. States are
generdly in the field more frequently than FDA and offer an important source of front-line
experience and expertise.

FDA Contracts and Partnership Agreements with States

Over the past 25 years, FDA has extended its inspection coverage by utilizing the
resources and expertise in the States to fulfill its responsibility. Until recently, this
assistance was limited to contract arrangements, through which FDA paid the States to
conduct inspections in accordance with Federal regulations. 1n 1998, FDA held 40 food
contracts with 38 States (see appendix A).” These contracts covered 4,155 food firm
inspections, ranging from 10 to 353 per contract. In States where FDA did not enter into
acontract, FDA conducted the food firm inspectionsitself. In 1998, FDA spent $2.04
million on the State food contracts.

Since 1994, FDA has further extended its inspection coverage through partnership
agreements with States. Many, though not all of these States, also hold contracts with
FDA. Under partnership agreements, States agree to conduct inspections under their own
authorities, without Federal funding, and to share the results with FDA. In 1998, FDA
held 37 such partnership agreements with 29 States (see appendix B). These agreements
covered 3,165 food firm ingpections, ranging from as few as 5 to as many as 635 food firm
inspections per partnership agreement. 1n 1998, FDA contributed $319,000 to the
partnership agreements in the form of training, technical assistance, and equipment.

The 20 FDA district offices negotiate with the States for the types of food firm inspections
to be conducted under the contracts and partnership agreements. These inspections may
be of high- or low-risk food firms. Currently, the FDA has no standardized, agency-wide
criteriafor measuring therisk of afood firm.2 In general, high-risk food firmsinvolve
food products or manufacturing and processing technologies that have higher potential for
contamination. Seafood firms and low-acid canned food firms are two major categories of
high-risk food risk food firms inspected by States through contracts and partnership
agreements. Food firmstypically considered to be low-risk include warehouses, bottlers,
and bakeries.
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FDA has set forth specific mechanisms for its 20 district offices to oversee the State
contracts and partnership agreements.® In 1998, 17 of these offices were responsible for
overseeing State food inspection contracts; and 17 offices were responsible for overseeing
State partnership agreements related to food inspections (see appendix C). The oversight
mechanisms and the basics of the two arrangements are more fully described in the primer
on page 12.

FDA Oversight as a Key to Accountability

Oversight of State food firm inspections conducted in association with FDA is essentia to
assure consumers that necessary food safety protections are in place, and to assure
domestic industries and international trading partners that FDA is committed to achieving
quality and uniformity in food safety regulation. In recent years, a number of other groups
have recognized the importance of strong Federal oversight including the President’s
Council on Food Safety, the National Academy of Sciences, industry trade associations,
consumer groups, and the States. For example, in January 2000, the Association of Food
and Drug Officiasissued a statement to FDA underlining, from a general State
perspective, the importance of Federal oversight “to assure to U.S. consumers and our
foreign trading partners that the inspections conducted by States are indeed equivalent to
those conducted by the federal government.”

Two Recent Initiatives in Food Safety

The Hazard Analysis Critical Control Point (HACCP) Approach to I nspections. The
HACCP system, which introduces a science-based system of control and prevention, has
fundamentally altered the way in which government oversees and inspects the nation’s
food supply. A HACCP inspection focuses on a science-based assessment of afood firm's
hazard and prevention control processes. Thisis adramatic shift from the traditional
approach of assessing food safety through basic observations of sanitation.’® In 1997,
FDA implemented final regulations requiring the seafood industry to implement HACCP
programs and is currently sponsoring pilot HACCP programs in other products and
industries.

In 1999, FDA set forth agoal of inspecting 100 percent of the seafood industry for
compliance with the seafood HACCP requirements. Many FDA district offices have been
struggling to fulfill this requirement given their rising workloads. Increasingly, they are
relying on States to meet the seafood HACCP inspection requirements. Oversight takes
on an increasing significance given the potentia risks involved with seafood and the
complexity of these inspections.

The Emergence of a Nationally I ntegrated Food Safety System. Concerns about our
fragmented system of food oversight have led a number of groups, including the
President’ s Council on Food Safety, the Association for Food and Drug Officias, and the
National Academy of Sciences, to promote a nationally integrated food safety system that
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maximizes and coordinates food safety resources. Such a system would integrate food
safety activities at the local, State, and Federal levels of government. While different
models are being discussed, many envision a system in which the Federal government
would provide leadership through standard setting, technical support, risk assessment,
training, and program oversight and evaluation. While the Federal agencies would not
turn over the entire inspection process, the States and local governments would be
responsible for conducting the great majority of food inspections. Such an integrated
regulatory system holds much promise.

In an effort known as the National Food Safety System (NFSS) project, Federal, State and
locdl officias have initiated six work groups to address issues pertaining to the goal of a
seamless federal -state-local food safety system.™ In particular, these work groups are
addressing issues relevant to Federal oversight of State inspections. Federal and State
officials have called for aframework that includes * equivaent minimum regulatory
standards; adequate training of inspectors; information exchange on inspection results,
verification of performance; and enforcement.”*

This Inquiry and Report

This study focuses on FDA oversight of State inspections conducted under State food
contracts and partnerships agreements.”* These inspections focus on food manufacturing
and processing firms. Throughout the report, we refer to these inspections as food firm
inspections.** We do not address State contracts related to medicated feed, tissue residue,
and feed contaminants. We also exclude from our analysis other food inspection
programs, such as Cooperative Programs pertaining to Milk, Shellfish, and Retail Foods.™
In this study, we did not assess inspections that States are conducting independently of
FDA, nor did we seek to assess the quality of State inspections.

Our inquiry draws on a variety of sources. These include: an analysis of FDA'’s national
inspection data; an analysis of FDA'’s audit data; areview of all 40 State food contracts
and areview of 19 of the 37 partnership agreements involving food inspections; areview
of the year-end performance evaluations of States; areview of FDA’s oversight guidance
documents; a survey of the 20 FDA district offices, for which we had a 100 percent
response rate; a survey of the 40 State food inspection agencies holding contracts, for
which we had a 92 percent response rate; in-depth site visits to 3 FDA district offices and
3 States; observations of FDA joint and independent audits; and interviews with industry,
consumer groups, and food policy experts. See appendix D for afuller description of the
methodology.

We conducted this inspection in accordance with the Quality Standards for Inspections
issued by the President’s Council on Integrity and Efficiency.
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FDA Oversight of State Food Firm Inspections: A Primer

1. Three Typesof Food Firm Inspections. FDA and State food firm inspections fall into one of
three categories. This report focuses on inspections in the middle category.

State I ngpections

State I ngpections
in Association with FDA

FDA Inspections

The States oversee all food
firms operating within their
State boundaries, regardless

of whether the firms are also

subject to FDA oversight.
The States conduct these
inspections under their own
authorities and procedures.

There are two types of arrangements
through which States may conduct
inspections in association with FDA:

Contracts: FDA pays the States to
conduct these inspections. They are
conducted by the States under the
auspices of Federal food inspection
laws and procedures.

Partnership Agreements. FDA does

FDA overseesal food
firmsinvolved in
interstate commerce. FDA
district offices conduct
these inspections in accord
with Federal inspection
laws and procedures. The
great majority of the food
firmsin this category are
also inspected by States,
under State authorities.

not pay the States to conduct these
inspections, although it may provide
training and equipment to the States.
These are essentially State
inspections, for which the States
share information with FDA. The
States conduct these inspections
under their own authorities and
procedures.

2. FDA Oversight of the Contracts:

Audits: FDA conducts audits of State inspections. These can take the form of independent audits that occur within
30 days of a State inspection, or joint audits that are conducted concurrently with the State. FDA audit standards
call for district officesto conduct alevel of audits proportionate to the number of inspections under each contract.

Contract Inspection Reports: FDA reviews contract inspection reports. States submit these reports to FDA within
15 days of completion of an inspection. They are standardized forms, designed in accordance with Federal food
inspection laws.

Semi-Annual Evaluations: FDA evaluates State performance twice ayear. These evaluations are designed to
summarize audits conducted, deficiencies found in food firms, and provide an assessment of State performance.

3. FDA Oversight of the Partnership Agreements:

Joint Inspections. FDA conducts inspections jointly with the States. Standards for the number of joint inspections
vary with each partnership agreement.

Sate Inspection Reports: FDA reviews State inspection reports. These reports vary according to a State’ s laws and
procedures. Standards for report submission vary with each partnership agreement.

Annual Evaluations: FDA conducts an annual assessment jointly with the States. These evaluations are designed
as an overal evaluation of the work accomplished.
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THEIMPORTANCE OF OVERSIGHT

An effective food safety system depends upon the collective effort among Federal and
State government agencies. States offer an important source of industry coverage, as well
as front-line inspection expertise. Federal oversight of State food firm inspections plays a
key role to ensure the quality and uniformity among both Federal and State inspections.
Below we identify and describe three fundamental factors that underscore the importance
of FDA oversight of State food firm inspections.

FDA relies heavily on State food firm inspections.

States, through contracts and partner ship agreements, inspect a greater number of
food firmsthan FDA.

In the past 3 years, the States conducted through contracts and partnership agreements, on
average each year, 61 percent of
food firm inspections recorded in
FDA’s national database. We found Figure 1. FDA vs. State Food Firm Inspections
that the States inspected an average 10000 —
of 7,032 food firms per year, while
FDA inspected an average of 4,391 8000

(seefigure 1). FDA’sreianceon 5000
State food firm inspections has
remained consistent over the past 10 4000
years (see appendix E).

2000
We found severd casesin which
FDA relies on States to inspect a 0

significantly higher proportion of 1996 1997 1998
food firms. In Texas, for example, B ror

the State inspected 5 times as many
food firms as FDA did in 1998.%° In
Alaska, which accounts for over half Source: FDA
of seafood processed in the United

States, FDA relies on the State to inspect al fishing vessels (about half of the seafood
industry in Alaska) and all food firmsin remote aress.

E State Contracts and Partnerships

In general, FDA'’ s reliance on State ingpections plays an important role in reducing
regulatory duplication among Federal and State food safety efforts, and in extending
FDA'’ s inspection coverage of industries within States.
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State inspections ar e increasingly focused on high-risk food firms.

In response to our survey, 10 of the 17 FDA district offices overseeing contracts reported
that, over the past 5 years, an increasing proportion of contracted food firm inspections
have focused on high-risk food firms.*” Inspections of warehouses, which have been
traditionally considered a low-risk type of food firm, have been almost completely
eliminated from the State food contracts. For fiscal years 1999 and 2000, FDA guidance
calls for assignments to the States to emphasize high risk areas. These include seafood,
low-acid canned food, and microbiologica health hazards.

Under partnership agreements, an even greater number of inspections focus on high-risk
food firms. In response to our survey, 11 of 17 FDA district offices overseeing
partnership agreements reported that more than half of the food firm inspections carried
out by States under partnership agreements focused on high-risk food firms. In a number
of cases, ingpections of high-risk food firms, such as those involving seafood and low-acid
canned food, have shifted from contracts into partnership agreements.*®

FDA officials consistently reported that demands on inspection resources have
necessitated increasing reliance on States to inspect high-risk food firms. Indeed, States
may have expertise and resources beyond that of FDA. We were unable to obtain exact
data on the risk-level of food firm inspections assigned to States because FDA lacks a
systematic mechanism for assigning risk.

State partnership
agreements, which rely
primarily on State Figure 2. State Contract and Partnership Inspections
authoritiesand 10000
resour ces, ar e becoming
a significant sour ce of
food firm inspections.

8000

6000 E

In 1998, about 43 percent 4000

of the State food firm
inspections conducted in
association with FDA were
conducted through o
partnership agreements. 1989 1990 1991 1992 1993 1994 1995 1006 1997 1998
Over the past 10 years, the
number of contract *-*| state partnership
inspections has dropped by [ state contract
45 percent.”® FDA has
relied heavily on
partnership agreements to
meet its ingpection priorities and to maintain industry coverage. In 1998, States
conducted nearly as many domestic food safety inspections under partnerships as FDA
did.®

Total Inspections

2000

Source: FDA
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Partnership agreements, in large part, have arisen as a practical adaptation to resource
constraints. Over the past 10 years, funds to support the State food contracts have
remained constant while the complexity and cost of food firm inspections has increased.
We found that, with the addition of partnership inspections, States are conducting about
the same proportion of inspections, relative to FDA, as they did a decade ago (see
figure 2).

States vary significantly in their inspection capacities.

Based on data from our survey and from FDA’s national database, we identified variation
among State inspection programs aong five key dimensions. inspection classifications,
enforcement authorities, inspection authorities and regulations, inspector education and
training requirements, and hours per inspection.#

The variations among State inspection programs raise concerns about the quality and
uniformity with which FDA'’ s food inspections are carried out. Under partnership
agreements, which have become a significant source of State inspections, FDA relies fully
on the States’ inspection authorities and resources. The shift to a nationally integrated
food regulatory system, under which States would take primary responsibility to inspect
food firms, will make concerns about the consistency of State programs even more
pressing in the coming decade.

Variation in State inspection classifications.

Based on our analysis of national inspection data, we found variation in State inspection
classifications for contracted inspections. Between 1996 and 1998, over half of the States
failed to classify even one inspection as Official Action Indicated, which would indicate
that serious violations were found during the inspection.” During this same time period,
two States classified almost one-fourth of their inspections as Official Action Indicated.
We present the State-by-State variations in appendix F.

Several factors may contribute to the variation in State inspection classifications for
contracted inspections. First, not all States conduct inspections of high-risk food firms.
The States that conduct inspections of low-risk food firms could be less likely to find
violations warranting severe classifications. Because FDA does not have a mechanism to
classify therisk of afood firm, there is no way to evaluate the impact of inspection risk on
State inspection classifications. Second, FDA district offices vary in their guidance to
States in cases where the State has taken an enforcement action under its own authority.
Some district offices may guide States to classify an inspection as No Action Indicated,
while others may guide the State to use an inspection classification congruent with the
State’ s enforcement action. These factors raise questions about the reliability of FDA’s
data on inspection classifications and enforcement actions taken by States on inspections
conducted for Federal purposes.
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Variation in State enfor cement authorities.

We identified wide variations in State enforcement authorities based on our State survey
responses. Eight of 36 States responding to our survey reported that they lack the
authority to revoke afood firm’'s permit or license; 13 States lack accessto al firm
records; and 2 States lack immediate embargo authority. See appendix G for a
distribution of State enforcement authorities.

FDA itself lacks many of these important authorities. It does not have the authority to
revoke a State-issued food firm license; it cannot immediately embargo food suspected of
being adulterated while conducting an inspection; and in most cases, it cannot review al of
afood firm's records without a Federal warrant. In cases where such actions are
warranted, FDA must rely on States. It is asignificant problem, however, when afood
firm’slicense needs to be revoked or afood product embargoed, and neither FDA nor the
State have the authority to do so.

Several Federa officials and consumer groups raised concerns about States’ willingness to
take enforcement actions in the face of industry and economic pressures. Their concerns
were heightened for States that are economically dependent on food processing and
manufacturing firms. Some State officials we spoke with indicated that they prefer to let
FDA take action in these senditive situations.

Variation in State inspection authorities and regulations.

In our survey of State officials, 5 of 37 States reported that their laws and regulations are
not equivalent to the Federal Food, Drug and Cosmetic Act; another 4 States reported
that they have not adopted Good Manufacturing Practice laws equivalent to Federal
standards. The magjority of other States operate under statutes containing language similar
to Federa statutes.

The lack of uniform regulations among States, and between FDA and the States, is of
concern because it means that food firms are held to different inspection standards. We
identified, for example, a case in which FDA and a State differ in their implementation and
interpretation of the Seafood HA CCP inspection requirements with regard to what
constitutes ahazard. FDA requires that food firms identify the presence of undeclared
allergens or have critica control points to ensure that their labels correctly declare such
substances. In evaluating afirm’s HACCP plan, FDA will ensure that the food firm has
identified the hazard and has the appropriate controlsin place. By contrast, the State may
check the food product’ s label to ensure that al ingredients are listed but does not require
the firm to identify allergens as a hazard in its HACCP plan or to have controlsin place at
acritical control point.

Under contracts, States are required to conduct inspections in accordance with FDA laws
and procedures. Under partnership agreements, however, FDA has no authority to
mandate that States use similar inspection criteria or that they rely on standard critical
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control points. Asone FDA official put it, when discrepancies are raised at regional
meetings, the best FDA can do is simply “agree to disagree” with the States.

Variation in State inspector education and training requirements.

As food manufacturing and processing has become more complex and technical, inspector
expertise and training is more pressing. Twenty-three of 35 States responding to our
survey require a college degree including science courses, which is equivalent to FDA’s
own standard.”® Eleven States have less stringent requirements. These range from a high
school diplomato a college degree without a science background. The States responding
to our survey aso reported wide variation in the level of training provided to inspectors,
ranging from fewer than 5 days per year to over 15 days. See appendix H for a
distribution of State inspector education and training requirements.

FDA provides limited training for the States in the areas of manufacturing and processing
inspections. Such training must come out of the district offices’ own budgets. In an era
of diminishing resources, many district offices are hardpressed to find the resources to
conduct such training. Even when training is available, States are expected to fund their
own travel costs. Several States reported that limited funding and travel restrictions had
routinely prevented them from attending FDA training.

With the exception of the Seafood HA CCP certification program, there is no national
program to certify the competency of food inspectors. A number of State and Federal
officials pointed out that educational and training requirements are important, but that they
do not guarantee an inspector’ s level of knowledge or his ability to incorporate inspection
theory into practice. FDA has begun to move in the direction of voluntary certification in
its seafood HACCP program. This certification program, which involves a written exam
and an on-site performance review, has been well received by Federal and State
inspectors. Many view the Seafood HACCP certification program as an important step
toward promoting uniformity and consistency in inspections.

Variation in State inspection times.

Based on our analysis of national inspection data, we found that between 1996 and 1998
the average length of State contract inspections ranged from 2.8 to 9.5 hours among
States. The average time overall for States was 5.7 hours per contract inspection with a
standard deviation of 1.5 hours. The variation in State inspection times may be even
greater under partnership agreements than under food contracts. Under partnership
agreements, the States follow their own procedures and use their own forms. A number
of State officialstold us that they generally conduct shorter inspections than FDA, but at a
higher frequency. We present State-by-State variation in appendix F.

A number of factors may influence the amount of time a State spends inspecting a food
firm. These include the complexity of the inspection, the firm’'s size, the risk of the
processing and manufacturing operations, and the inspector’ s familiarity with the food

FDA Oversight: A Call for Greater Accountability 19 OEI-01-98-00400



firm. However, given the other evidence we present on variation among States, we raise
concerns that the variations among inspection times may well indicate differences in the
quality and thoroughness of inspections.

Variation in State regulatory programs can inhibit commerce.

The variation in State laws and inspection practices adds complications, costs, and
frustrations for food firms engaged in multi-State commerce. These firms are already
subject to significant variation in inspection regulations and practices among the Federal
food inspection agencies. Industry representatives have expressed concern that an even
heavier reliance on State inspections, such as under a nationally integrated regulatory
system, could magnify the existing complications and costs. They are calling for uniform
laws and inspection standards across the nation and for strong Federal oversight asa
means of fostering and maintaining consistency among State inspections.

To our international trading partners, variation in State laws and inspection practices can
undermine confidence in the uniformity of U.S. food standards and enforcement efforts.
Some countries have raised concerns about discrepanciesin U.S. food laws. For example,
FDA prohibits the sale of raw milk and unpasteurized cheese in interstate commerce; yet,
at least one State alows the commercia sale of such products within its State borders.
This discrepancy has resulted in tension between the U.S. and foreign trading partners
wishing to import unpasteurized cheese. Our foreign trading partners have also raised
concerns about the lack of uniformity for inspections of imported products. This problem
may be exacerbated if imported products are inspected under the partnership agreement
mechanism.?* Others have raised concerns that variation in State inspection practices and
laws may lead some trading partners to concentrate imports in more lenient States.
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FINDINGS

FDA'’s oversight of State food firm inspections is limited.

Under contracts, FDA obtains minimal information to assess the quality of State
food firm inspections.

FDA'’son-site audits have declined.

On-site audit inspections are a key component of FDA'’s validation of State performance.
Y et, over the past 5 years, FDA on-site audits dropped by 59 percent, from 253 in 1993 to
104 in 1998 (see appendix 1).%

FDA’s audit standards call for its district offices to conduct alevel of audits proportionate
to the number of inspections under each contract.® Y et, the majority of district offices
failed to meet these standards. In 1998, 7 of the 17 district offices overseeing State food
contracts did not conduct asingle audit.?’ Many of district office officials we spoke with
did not view on-site audits as a priority. In fact, many stressed that on-site audits were
unnecessarily “duplicative of State efforts.”

The distribution of auditsiswidely disproportionate among States with contracts. In
1998, FDA conducted over half of itsauditsin only 5 of the 38 States. Those 5 States
conducted just 13 percent of the total inspections conducted under contracts. By contrast,
FDA did not conduct a single audit in 21 of the 38 States holding contracts. These States
conducted over 50 percent of the contract inspections. This pattern of disproportionate
coverage has remained consistent over the last 3 years.

FDA’son-site audits provide a limited basis for assessing State performance.

FDA relies on independent and joint audits to assess the quality of State inspections.
Independent audits, FDA’s primary audit approach, are conducted up to 30 days after the
State’ sinspection.?® The purpose of these audits is to validate whether the State's
inspection findings match FDA'’s. During the 30 days, however, conditions in the food
firm may have changed, introducing a margin of error in the audit findings. Furthermore,
these audits focus on the accuracy of inspection findings and give little attention to how
the State inspector drew conclusions. Finally, FDA’s approach to independent audits
focuses on conditions in the food firm as a proxy for the performance of the State; the
independent audit does not assess State performance directly.

Despite FDA'’ s reliance on the independent audits, district offices consistently reported
that the joint audits were more useful to assess the quality of State inspections. In
contrast to the after-the-fact approach of the independent audits, the joint audits allow for
FDA to directly observe State inspections and provide immediate feedback. State officias
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also emphasized the benefits of joint audits in improving the quality of their inspections.
Nevertheless, FDA provides limited guidance on how to conduct the joint audits. Several
FDA officias raised concern that FDA auditors, while trained to conduct inspections, lack
important training and guidance on how to evaluate State performance.

The lack of documentation further limits the effectiveness of audits as an assessment tool.
At most, FDA auditorsfill out a separate inspection report. However, the auditor does
not document an assessment of State performance. Asaresult, FDA has alimited ability
to review previous audit findings or to assure consumers, food firms, or international
trading partners of its oversight.

Finally, FDA may not be appropriately selecting its audits. According to FDA guidance,
audits should represent the types of inspections under contract. Based on our site visits,
however, we found that FDA selected food firms to audit largely based on afirm’s
location and the auditor’ s schedule. Several FDA staff questioned whether the audits
represent State inspections of the most complex and risky food firms.

FDA'’sreviews of State contract inspection reportslack much rigor.

During contract inspections, State inspectors complete a standardized inspection report
documenting violations found during the inspection. Thisinformation is essential for FDA
to understand what took place during the inspection and the enforcement actions that are
necessary. FDA requires States to submit the contract inspection reports within 15 days
of the completed inspection.

In response to our survey, 14 of the 17 district offices overseeing contracts reported that
they do not use any formal criteria to review the quality of State contract inspection
reports. Based on our site visits, we found wide variation among district officesin
assessing these reports. In one district office, the FDA reviewer skimmed every tenth
report, focusing primarily on completeness of the forms. Other reviewers conducted more
detailed reviews of each report. These reviews included, for example, assessing the
inspectors' ability to identify and clearly report violations found.

FDA maintains national inspection data in its Program Operations Data System. In the
district offices we visited, only one reviewer made use of this database to analyze
aggregate State inspection data. While we recognize that this database contains limited
information, it can be used to track basic trends in State work. FDA isin the process of
implementing a new Field Activity and Compliance Tracking System that will provide
more specific information on State inspection results.

FDA rarely seeksinput from external sourcesto evaluate State performance.

An important source of State evaluation can come from external sources, such as food
firms, trade associations, or even consumer groups. Such sources can provide information
and perspectives that FDA inspectors would be hardpressed to match through audits and
review of inspection reports aone.
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The FDA does not proactively solicit information from external sources. For example, it
does not take advantage of its public meetings, food safety hotline, and food safety
websites as avenues for obtaining information about the quality of State inspections. None
of the district office officials we spoke with had ever contacted the trade associations or
consumer groups in their areato learn about the quality of State inspections. Instead,

FDA district office staff told us that they typically rely on informal communications with
industry officials at food-related conferences as their only source of external feedback.

Industry surveys can be an important source of information about the performance of
State inspectors. Overall, however, the district offices have initiated little outreach of this
type. Inrecent years, at least one district office tried to survey food firms regarding the
performance of its own inspectors. It appears, however, that the Paperwork Reduction
Act and the Federal Advisory Commission Act are factors inhibiting such efforts.®

By contrast, each of the three States we visited routinely surveyed industry for feedback
on the quality of their own inspections. Below, we present several examples of questions
posed in their surveys.

State-Initiated Industry Surveys
= \\/as the inspector prepared and knowledgeable about your type of operation?

= \Were the inspection findings adequately explained including the public health
significance and the relationship to the law and regulations?

= Generally, Food Safety Program representatives offer options or provide
assistance in correcting violations or problems: (Strongly Disagree-Strongly
Agree)

= |nspection reports |eft by the Food Safety Program Representative are useful in
correcting violations and problems: (Strongly Disagree-Strongly Agree)

= How do we rate on job knowledge? (Scale of 1-5, Poor to Excellent)

Source: Texas Dept. of Health; Washington State Dept. of Agriculture; Maine Dept. of Agriculture
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Under partnership agreements, FDA obtains even less information to assess the
quality of State food firm inspections.

Since their inception in 1994, partnership agreements have become a significant source of
State inspections. In 1998, these inspections accounted for 43 percent of the total State
food firm inspections that FDA records in its national database.* Under partnership
agreements, States conduct their own inspections, which FDA accepts as equivaent to its
own. In many cases the partnership agreements involve inspections of higher-risk food
firms than under contracts.

FDA does not audit State performance, but participatesin somejoint partnership
inspections with States.

In contrast to the contracts, partnership agreements do not call for an on-site audit of
State performance. Instead, the partnership agreements call for FDA and State inspectors
to conduct joint inspections. Thereisno formal guidance on the purpose of these joint
inspections.® FDA and State officials we interviewed regarded joint inspections as a
mechanism to provide on-site training and share inspection expertise anong Federal and
State inspectors. They repeatedly emphasized to us that an FDA audit role was
inappropriate for inspections accomplished through partnership agreements.

The partnership agreements contain awide range of expectations about the number of
joint inspections to be conducted. Among the five low-acid canned food partnership
agreements we analyzed, the expectations ranged from “one joint inspection per year with
each inspector” to joint ingpections based on “availability of personnel and agency
priorities’ (see appendix J). FDA only has uniform standards under its Seafood HACCP
partnership agreements, where it calls for aminimum of 5 percent joint inspections.

Based on our site visits, FDA district offices conducted fewer joint inspections than called
for by the partnership agreements. For example, in one district office, the States holding
partnership agreements conducted over 500 Seafood HACCP inspections. Yet, the
district office conducted less than 5 joint inspectionstotal. Thisisless than one-fifth of
the joint inspections called for by the Seafood HACCP partnership guidance document.

FDA'’sreviews of State partnership inspection information are even more limited
than itsreviews of contract inspection information.

The States submit widely varied levels of information about their partnership inspections.
In contrast to the contracts, where FDA requires States to submit standardized inspection
reports within 15 days of completion of an inspection, FDA district offices and States
negotiate different levels of information sharing in each partnership agreement. Our
analysis of five low-acid canned food partnership agreements reveal ed expectations
ranging from “periodic inspection summary reports’ to the “prompt exchange of full
inspection reports’ (see appendix J). Evenin cases where FDA obtained full State
inspection reports, the reports were based on the States' own inspection procedures and
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codes. In severa cases these reports lacked elements required in FDA'’ s inspection
reports. One State, for example, based its inspection report on a checklist that lacked
elements to record observations of afirm’s processing methods and a narrative section to
describe violations found during inspections.

During our site visits, we identified a number of partnership agreements where FDA did
not obtain enough information to assess the quality of State inspections. In severa

seafood HACCP partnership

agreements, for example, FDA

did not obtain a narrative The Oklahoma Pilot
description of violations found.

Without a narrative portion, In 1994, FDA entered into a 5-year pilot partnership

. agreement with the State of Oklahoma, under which the
FDA revi ewers .Were unable to State conducts all of the food firm inspections within the
asess the significance of State, including products subject to interstate commerce.
violations or the thoroughness FDA does not conduct any inspections in the State.

of the inspection. Under the
Oklahoma Food Safety On a quarterly basis, Oklahoma submits a spreadsheet of

Partnership Agreement, which inspection data. The spreadsheet provides only
is significant b s tf’le State information on inspection results, and lacks information to

X assess the quality of inspections.
has agreed to inspect 100
percent of the food firmswithin | Outside of this spreadsheet, the partnership calls for an
the State, FDA obtains annual performance evaluation. Since 1995, however,
extremely limited information FDA has conducted only one performance evaluation of

: Oklahoma’ s food manufacturing and processing

.to assess the quality O;Statef inspections. A second audit is planned for fiscal year
'n$&t' ons (see box).™ While 2000. In preparation for this audit, the FDA has offered
this may represent an extreme several training courses to State inspectors.
case, nevertheless it raises
concern about the level of
information FDA receives through the partnership mechanism.

FDA has less accountability for the enforcement actions that States take under partnership
agreements than it does for enforcement actions that States take under contracts. Under
contracts, FDA reserves the right to approve a State’ s inspection classifications and
enforcement actions, and to take action itself when necessary. Under partnership
agreements, however, FDA simply accepts the State’ s inspection classifications and
enforcement actions. FDA does not outline clear expectations to share information about
enforcement actions taken under partnership agreements (see appendix J).** By contrast,
FDA requires States to regularly submit full documentation of all enforcement actions
taken under contract.
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FDA provides limited feedback to States on the quality of their inspections.

Two-way communication is an essential component of an effective oversight system. The
information that FDA obtains can provide an important source of evaluation for State
programs. Feedback is especially important to help States identify weaknesses and to
improve the quality of inspections. Feedback can also facilitate the exchange of expertise
or resolve discrepancies between FDA and State policies.

The majority of FDA’s ongoing feedback to Statesrelies on informal communication
and individual district officeinitiatives.

FDA does not routinely provide States with feedback concerning its on-site audits or
reviews of ingpection reports. While feedback may occur informally over the telephone or
in person, many of the State officials we spoke with told us that they would like to receive
written feedback from FDA regarding the narrative portions of their inspection reports and
the results of FDA’s audits. Aswe stated earlier in this report, FDA’ s assessment of the
information it obtains through audits and inspection reports is limited. As such, the FDA
has limited basis to provide States with useful feedback.

Where FDA does provide feedback, it depends on initiatives of individual district offices.
In one district office we visited, FDA provided States with a periodic assessment of
problems found in their inspections reports. The State officials reported that this feedback
has helped to improve the quality of their inspections.

FDA'’s performance evaluations provide States with little feedback about the quality
of State inspections.

The only formal mechanisms through which FDA documents its evaluation of State
performance are a semi-annual State contract evaluation and an annual partnership
evaluation.** Based on our review, however, these evaluations provided limited
assessment of the quality of State inspections.

We found that 13 of the 34 semi-annual contract evaluations we analyzed for 1998 did not
provide any assessment of State performance. Fourteen of the 34 evaluations provided
only minimal assessment of State performance, offering cursory and general comments
such as ‘overall history of performance has been good’ or ‘no deficiencies reported.” Only
seven of the evaluations provided more details in their assessment of State performance,
such as problems found with inspection reports, or changes in State personnel that
affected performance (see appendix K).

FDA'’s annual partnership evaluations were equally limited in their assessment of State
performance. Ten of the 17 partnership evaluations we analyzed for 1998 contained broad
summary statements of activities and little evaluation of the States' performance. For
example, statements included “Communication and coordination efforts between parties
were improved. Resources were better utilized to meet goals of the partnership. The
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goals of the partnership were met.” Seven of the annual evaluations provided more detall
in their assessment of inspections accomplished. These evaluations included comments
that addressed in more depth, for example, the quality and consistency of inspections, the
extent and nature of communication between the partners, and recommendations to
improve work in the future. Most of the district offices we interviewed seemed to regard
the partnership evaluations as a means to communicate a summary of activities to
headquarters, as opposed to atool to evaluate State performance (see appendix L).

The mgority of States never received copies of the 1998 eva uations, further limiting their
usefulness as tools for feedback. In their survey responses, over two-thirds of the States
holding contracts reported that they did not receive a copy of the semi-annua contract
evauations. Over half of the States holding partnership agreements reported that they did
not receive a copy of the annual partnership evaluations.

FDA'’sfeedback placeslittle emphasis on improving the quality of State inspections.

FDA'’s feedback is geared toward identifying deficiencies rather than toward enhancing
State performance. Generaly, the States only hear from FDA regarding their performance
if thereisasignificant problem. Several State officials emphasized that FDA’s
assessments should include evaluation of both strengths and weaknesses.

FDA isin astrategic position to observe best practices among the States and to
disseminate this information widely. Where FDA district offices have shown initiative in
this direction, the results have been positive. For example, one district office promotes
information sharing through annua meetings and a monthly conference call. Both the
district office and the States report that these initiatives have facilitated communication
and raised awareness of innovative practices. FDA, however, does not generally take
advantage of its position to facilitate this type of information sharing.

FDA Oversight: A Call for Greater Accountability 27 OEI-01-98-00400



FDA provides limited feedback to the public regarding its oversight of contracts
and partnership agreements.

Providing information to the public is an important mechanism through which government
agencies can hold themselves and the bodies they oversee accountable. With advancesin
information technology, it has become increasingly easy to provide the public with
information. FDA has several websites, a telephone hotline, and a facsimile information
service through which it can make information available to the public. *

FDA does not make infor mation available to the public about itsreliance on State
inspections or about State performance.

Despite FDA's extensive reliance on States to ingpect food firms, it shares little with the
public about the extent and nature of itsreliance. The FDA website does not identify the
States with which it holds contracts or the number and type of inspections that States
conduct under contract. The website provides sightly more information about partnership
agreements, but lacks specific information such as the number and types of inspections
conducted under each partnership agreement. We called the FDA hotline to learn about
State inspections conducted on FDA'’ s behalf and were told that the only way to obtain
such information was to contact the States directly or to submit a Freedom of Information
Request.

FDA provides no information to the
public about its oversight or
assessment of State performance. For

The State of Alaska makesthe following types
of information available on its website:

example, FDA does not provide « Percentage of domestic seafood production
information about the mechanismsit originating from Alaska and an overview of
uses to oversee States nor the extent to food facilities within the State.

which it carries out these

« Number of high-risk inspecti lished
responsibilities. FDA does not make umber of high-risk inspections accompli

vs. number of inspections conducted based on

available any assessment of State arisk model.
performance and does not provide
information about the results of State * Trendsin violations and compliance actions.

inspections conducted on its behalf.
By contrast, afew States are posting
performance measures on their own
State websites (see box.) Source: www.state.ak.us:80/dec/deh/safefood.htm, 12/6/99

* Number of State and nation-wide deaths and
illnesses associated with food products.

Consumer advocates and industry

representatives repeatedly told us that they would like more information about FDA's
reliance on States and the mechanisms through which FDA oversees these inspections.
Such information would provide an important source of FDA accountability to the public.

FDA Oversight: A Call for Greater Accountability 28 OEI-01-98-00400



FDA faces significant barriers in overseeing State food firm
inspections

Low priority of food safety inspections.

No statutory requirement exists for FDA to inspect a minimum number of food firms, as
there isin other programs within FDA’s purview, such as inspection of mammaography
facilities. In developing its work priorities, FDA must allocate resources to the mandatory
inspection areas first. The resources that remain go to the non-mandatory programs, such
asfood firm inspections. Over the past decade, FDA'’ s regulatory responsibilities have
increased, while FDA' s resources have not kept pace. Without mandatory requirements
to conduct food inspections, resources to conduct these inspections have diminished. For
example, the number of operationa full time equivaentsin the district offices have
declined in dmost al food areas, excluding fish and fishery products.®

Within the food inspection program, resources to conduct oversight of the State food firm
inspections compete with FDA’s own inspection resources. At present, FDA managesto
inspect only asmall fraction of the food firms under its own purview.*” In developing its
annual work plans, FDA does not set aside resources to conduct oversight. In response to
the limited resources available for oversight, a number of district offices have spread
oversight responsibilities, previously held by one supervisor, to several FDA inspectors.
Many of these inspectors carry full inspection loads, leaving little time for oversight.

Limited leverage to oversee partnership agreements.

The mgjority of State and Federal officials we spoke with were uncomfortable with the
concept of FDA overseeing the partnership agreements. Many of them underscored the
fact that States agreeing to conduct inspections under partnership agreements are doing
FDA afavor by helping the agency to extend its inspection coverage at alow cost.
Several officials aso pointed out that the basic principle of partnerships, whereby each
partner accepts the other’ s work as equal, contradicts the need for Federal oversight.

Because FDA is not paying its partner States to conduct inspections, it has limited ability
to require States to submit information, to provide critical feedback on inspections
conducted, or to facilitate change in the State’ s inspection habits.® This concernis
heightened under Seafood HA CCP inspections, where States may not be adequately
shifting from inspections focusing on basic observations of sanitation to a science-based
assessment of afood firm’'s hazard prevention and control processes.

FDA'’s oversight of partnership agreements s further weakened by its lack of incentivesto
terminate partnership agreements. Because FDA cannot afford to conduct these
inspections itsdlf, there islittle incentive to terminate the partnership agreements.
Furthermore, in contrast to the contracts, there are few financial consequences for States
that do an inadequate job of inspecting food firms.
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Reductions in training and agency expertise.

In the past decade, formal classroom training for FDA inspectors declined significantly.
We found that training hours received by FDA personnel decreased by 41 percent between
1992 and 1998. In 1992, FDA personnel received 23,749 hours of training; in 1998, FDA
personnel received 13,992 hours. Where training has been provided, it focused on
Seafood HACCP, as opposed to manufacturing and processing inspections.

In anumber of States, the FDA is conducting only a minimal number of inspections.®
FDA district office officials consistently raised concerns about whether they were retaining
enough workload to ensure program area competence. FDA has not set forth a minimum
level of Federal inspections to be conducted in each State.®® Severa officials within FDA
were concerned that agency expertise is unevenly distributed throughout the country.
FDA'’ s diminishing inspection expertise raises concern about its effectiveness in overseeing
the States.

Limited accountability of FDA district offices.

FDA has set forth general guidelines for its oversight of State food firm inspections, but
has few mechanisms to ensure the uniformity and effectiveness of the oversight carried out
by district offices. FDA does not provide audit training for FDA inspectors nor does it
have mechanisms to ensure that audits are carried out appropriately. Annually, FDA
headquarters compiles a summary of audits conducted by the district offices. In the past
few years, however, many district offices have not submitted this information to
headquarters. Furthermore, FDA lacks a system for district officesto track time they
spend on oversight activities. Asaresult, FDA headquartersis unable to hold district
offices accountable for how effectively they deploy their limited resources.

Lack of important enforcement authorities.

FDA lacks the authority to revoke afood firm’s license, to immediately embargo food
suspected of being adulterated, and to access al of afood firm’s records without a Federal
warrant. Most States have access to these authorities. FDA consistently relies on States
to take such actions, because they are subject to fewer legal and administrative loopholes,
and because States can often take action more quickly.

Several FDA and State officials have raised concerns that FDA'’ s reliance on State
enforcement authorities compromises its ability to be critical of State inspections. On the
one hand, FDA needs to ensure the adequacy of State inspections. On the other, it needs
to maintain a good relationship with the States. 1n our 1991 report on food safety
inspections, we raised concerns about the adequacy of FDA’s enforcement tools and the
negative ramifications of FDA’s reliance on States.**  In 1999, the Canadian Food
Inspection Agency also raised concerns about FDA'’s limited powers and its reliance on
State enforcement authorities.*
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RECOMMENDATIONS

Key Role of State Government

State governments play a critical role in ensuring the safety of the nation’s food supply,
both under their own authorities and in concert with FDA through contracts and
partnership agreements. They provide valuable resources and expertise that serve as a
complement to FDA’s own inspection efforts. Our recommendations recognize and build
on the importance of this State role.

Template for Reform

For State inspections carried out under FDA auspices, it is essentia that FDA provide
effective oversight to ensure both the quality and uniformity of inspections. FDA brings
important strengths to this oversight role through a tradition that emphasizes science-
based research and a public health perspective. Moreover, on the front-lines FDA
oversight is carried out by many knowledgeable and dedicated staff. WWe met many of
them and were impressed by their commitment to food safety.

But our review has revealed maor shortcomingsin FDA’s current system for overseeing
State food firm inspections. In this section, we recommend actions FDA can take to
address these shortcomings and to develop a system of oversight that holds the States
more fully accountable for the inspections they conduct in association with FDA. Our
recommendations are based on a template of effective oversight that includes the
following seven key elements.

Template For Effective FDA Oversight
of State Food Firm Inspections

v Equivalency: Equivalency in Federal and State safety standards, inspection
programs, and enforcement practices.

v On-site Audits: An effective on-site mechanism for evauating State inspection
performance.

v Inspection Information: Routine submission of standardized information on
State inspections.

v’ External Sources: Information from varied external sources on State inspection
performance.

v Feedback to States: Substantive and timely FDA feedback to States on
inspection performance.

v Internal Capacities: Enhanced FDA capacities to conduct effective oversight.

v Public Information: Proactive public disclosure of inspection and oversight
information.
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The specific recommendations that flow from this template are in accord with the National
Academy of Science's call for a Federa food safety system with “well defined
accountability” and “responsibility for each partner in the system.”* The Academy cals
for FDA to devote more attention to building and carrying out an effective oversight
system. FDA itsdlf, through the Center for Food Safety and Applied Nutrition, has made
the evaluation of State inspection programs a top agency priority for the year 2000.* We
recognize that in an environment of limited resources and competing priorities, such
attention is not easily or readily provided. However, we fedl that oversight isacritical
area that FDA should not neglect. These recommendations should be viewed as a
blueprint for action that can be carried out over a period of time.

In the following pages, we elaborate on the seven elementsin the template. We begin,
however, by offering a caution concerning FDA'’ s reliance on partnership inspections. The
partnership agreements, as we have indicated earlier, have grown to account for 43
percent of the State food firm inspections conducted in association with FDA.

An Initial Caution: FDA should reevaluate its dependence on
partnerships as a mechanism for conducting inspections.

FDA'’sincreased reliance on partnership inspections is understandable. In an environment
of limited resources, it is a practical way of extending inspection coverage at little cost.
FDA provides the States with certain benefits, mainly in the form of training or technical
assistance, and the States agree to conduct inspections at their own cost.

But the operational reality is disturbing. The inspections that States carry out under
partnership agreements are primarily inspections that they aready conduct under their own
State requirements. In most cases, State officials felt that they were doing FDA afavor by
including inspections under the partnership agreements, a feeing which FDA didtrict office
officials were well aware of. Thus, FDA isnot in a position to exert much leveragein
overseeing the inspections. In fact, both FDA and State officials tend to see FDA
oversight of partnership inspections as an anomaly in what they regard as a partnership of
equals.

We suggest that current conditions are counter to effective FDA oversight of partnership
inspections. FDA uses partnership agreements as vehicles to accept State inspections as
equivaent to itsown. While many of the State inspections may well be of high qudity,
FDA isnot in aposition to adequately assess their quality or equivalency. For its
oversight to be credible, it must be able to offer such attestation. If FDA movesin the
directions we call for below, then the time will come when partnership agreements can
serve more reliably as a mechanism for FDA-State collaboration.

In the recommendations that follow, we take the position that atwo-tier FDA system of
oversight isinappropriate. Oversight geared to partnership inspections must be just as
effective as that geared to contract inspections. While there can be some differencesin
approaches, FDA must be able to assure consumers that its commitment to safety isno
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less under one mechanism than the other. And, similarly, it must assure industry officials
and internationa trading partners that its commitment to quality and uniformity is
independent of the vehicle through which inspections are conducted. Thus, we offer our
recommendations as actions FDA can take to hold States more accountable for food firm
inspections conducted under both contracts and partnership agreements.

Recently, FDA assigned the Office of Regulatory Affairs Federal-State Field Advisory
Committee the task of developing acceptable language for the oversight of partnership
inspections for inclusion in the partnership guidance document. We encourage this
committee to address the concerns and recommendations highlighted in this report.

Recommendation 1. FDA should work with the States to
achieve basic equivalency in food safety standards and laws,
and in inspection programs and practices.

In many respects, acommon set of standards for industry to comply with and for State
and Federa inspectors to apply in their inspections provides an essential foundation for
effective oversight. FDA oversight of State inspections has only limited value without a
common frame of reference.

Standards for State inspection programs already exist in several areas of our nation’s food
safety system. The Department of Agriculture has program standards for States
participating in its meat and poultry inspection program. The Conference for Food
Protection recently established voluntary standards for retail food inspection programs.
These standards are now being tested in six States.

The National Uniform Criteria work group within the National Food Safety System
(NFSS) project is exploring national standards that would achieve uniformity among food
safety programs. We recognize that FDA and the States face a number of barriersin
moving toward greater consistency and uniformity in food safety inspection and
regulation. We encourage FDA to continue to take leadership in working with the States
and the NFSS project national work groups to accelerate progress in this direction.

la. Pilot test a system audit as a mechanism to foster equivalency and evaluate
State capacity and performance.

A system audit is a comprehensive review that focuses on a State' s capacity to conduct
food safety inspections and effectively oversee its own program. It can also add depth to
FDA'’s oversight and allow for somewhat |ess emphasis on audits of individual State
inspections. The Food Safety Inspection Service of the Department of Agriculture has
moved in this direction with its oversight of meat and poultry programs.

For a system audit to work as an FDA tool of oversight, however, a State must have, or
be ready to develop, standards, regulations, and inspection approaches substantially
equivalent to those of FDA. The Role and Responsibilities work group within the NFSS
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project has made considerable progress in developing a model for a system approach to
oversight. The work group has prepared a document, “Evaluation of Regulatory Food
Safety Systems as Part of a Nationally Integrated Food Safety System,” which has been
forwarded to the Federal agenciesinvolved and the President’ s Food Safety Initiative. We
applaud this work as an important reference point in developing an appropriate oversight
model and encourage further work in this direction.

If FDA wereto find two or more States willing to test the system audit approach, the
parties could work to advance equivalency and improve oversight. One possibility would
be for FDA to work with one State that has laws and approaches that are similar to FDA
and another State that lacks equivalency but is willing to work toward it. The results of
the test could provide a laboratory for how best, over time, to integrate a system audit into
FDA’s oversight.

Recommendation 2. FDA should devote high priority to
improving its on-site audit mechanism for evaluating the
effectiveness of State inspections.

Thisis amatter of considerable importance warranting immediate attention. The on-site
audit of State inspections serves as the core of FDA’s oversight and evaluation efforts and
islikely to do so for some time to come. That core is deficient.

Given the importance of the on-site audit, FDA may wish to contract for some outside
assistance in carrying out this function. But over time, and in the interest of developing a
nationally integrated food safety system with State agencies playing key roles, it is clearly
desirable to strengthen FDA'’ s in-house capabilities to assess how well States conduct
inspections. Below we address policy changes FDA should take governing the nature and
frequency of on-site audits. In each case, FDA has recently undertaken some initiatives
that move in the direction we call for. In the following three sections, we briefly elaborate
on these initiatives.

2a. Stress joint audits rather than independent audits as the primary mechanism
to conduct on-site reviews of State inspection performance.

Our analysis leads us to recommend that FDA rely on the joint audit as its major approach
to on-sitereviews. Thejoint audit allows an FDA inspector to assess first-hand the
performance of the State inspector and to offer immediate feedback. This approach has
considerable support among both FDA district offices and State officias.

This emphasis on joint audits, we should note, need not preclude some use of independent
audits. FDA should still conduct periodic independent audits on both a

for-cause aswell as arandom basis. They can serve as avauable, abeit secondary,
component of a strengthened oversight system.

In a February 18, 2000 memo to the field, the Associate Commissioner for Regulatory
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Affairs called for afocus on joint audits for fiscal year 2000. While this action is not yet
part of FDA’s audit policy, it represents a significant shift away from FDA'’s current
emphasis on independent audits. We encourage FDA to evaluate the implementation of
this new approach to develop an appropriate audit strategy.

2b. Develop guidance that provides clear and firm direction on the essentials of
FDA on-site audits.

Given the shift we recommend toward a focus on joint audits and the limited training that
has been offered to FDA inspectors in audit and evaluation methodol ogies, we recommend
that FDA develop a guidance document on the essentials of on-site audits. Such guidance
can serve as a basis for training and as a reference point for FDA in evaluating State
performance. 1t will be essential to establishing uniformity among district office audits and
to reaching uniformity across States.

This guidance document should clarify and specify the auditing role that FDA inspectors
play and the performance criteriathat FDA inspectors should use to evaluate State
inspections. In contrast to the current standards, which focus narrowly on the accuracy of
State inspection findings, FDA should develop criteria that provide a comprehensive
review of State performance. FDA guidance should also clarify how its inspectors can
document their assessment of State performance and the manner, nature, and timing of the
feedback that FDA providesto States about the on-site audits. In developing this
guidance, FDA could consider similar guidance manuals that it uses for other programs,
such as those currently used in the Mammography Quality Standards Act program. For
example, FDA may want to create a checklist that Federal auditors can use in evaluating
the quality and performance of State inspections.

FDA should seek input from its State counterparts in devel oping guidance about the on-
ste audits. State input is vital to developing sound performance criteria. As States and

the Federal government move toward greater uniformity in their standards and practices,
the on-gite audit mechanism can spur consistency among food inspections.

In at least one State, the FDA is currently developing a pilot field audit program that will
require Federal auditors to utilize an audit evaluation form when conducting a joint audit.
We encourage FDA to evaluate the effectiveness of this audit guidance and form and, if
effective, to consider employing it more broadly in its oversight of State inspections.

2c. Determine the appropriate minimum frequency for on-site audits.

For the on-site audits to serve as an effective tool of oversight, FDA must conduct them
often enough and regularly enough for the States to take notice of FDA’s presence and for
FDA to obtain sufficient information to assess the adequacy of the States' inspections.

We documented the reduced frequency of FDA'’s on-site audits for contract inspections
and their uneven distribution across States. We aso identified the infrequency and
variation in joint inspections undertaken through partnership agreements.
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We recognize that, in large measure, the frequency of on-site auditsis a function of
available resources. The same resources that the district offices draw upon to conduct
these audits must also be used for many other activities, including FDA’s own food firm
inspections and inspections in other program areas, such medical devices and blood banks.
We urge that FDA, in assessing its various priorities, provide clearer direction in defining
an appropriate minimum number of on-site audits, for both contract and partnership
inspections, and then hold the district offices accountable for meeting the minimum.

Given that FDA relies on States for the magjority of its food firm inspections, oversight
deserves considerable attention. Without regular on-site audits, FDA’s oversight will lose
credibility and its capacity to attest to the quality and uniformity of State inspections will
erode.

In its recent memo to the field, the FDA aso called for joint audits for 5 percent of the
inspections assigned to States under contract for fiscal year 2000. Further, the memo
further called for all State inspectorsto have at least one joint inspection over the next
three years. We encourage these efforts and urge FDA, over the coming years, to

eval uate the implementation of these strategies for the most effective use of resources.*®

Recommendation 3. FDA should require that States
routinely provide FDA with standardized information on the
Inspections they conduct.

Beyond on-site audits, a second key source of information is FDA’s on-going review of
inspection reports. In collecting such information, FDA must seek to minimize the
reporting burden on the States, but at the same time ensure that it has a core of
information to provide effective oversight. Our recommendations may require contractua
changes, but most certainly will require changes in the partnership agreements.

3a. Define a minimum set of information to collect from the States on inspections
conducted under both contracts and partnership agreements.

The information that FDA obtains about partnership inspectionsis highly variable and
depends on the States’ own policies and practices. In contrast, FDA obtains standardized
information about contract inspections. This information includes contract inspection
reports with narrative portions, information to assess a firm’s compliance with FDA
regulations, and a detailed description of afood firm’s manufacturing processes.*

We recommend that FDA define the core set of information it regards as essential for
oversight of State food firm inspections and then require that States provide it under both
contract and partnership agreements. We urge that State enforcement actions be part of
that essential core. At present, FDA lacks information about enforcement actions that
States take under their own authority for contract inspections. FDA almost always lacks
such information with respect to partnership inspections since enforcement actions under
that arrangement are typically taken under State authority. For FDA to assess how and
how well States are performing, it must be fully and accurately informed on the extent and
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type of enforcement actions the States take. We urge FDA to use information that will be
available through the Field Activity and Compliance Tracking System to analyze and track
enforcement actions taken by States for inspections conducted in association with FDA.

3b. Provide guidance to district offices addressing the extent and nature of their
reviews of State inspection reports.

In its guidance, FDA should provide a framework for how the district offices can best
review inspection reports submitted by States. The guidance could address how and how
often the offices might review individual inspection reports. FDA should establish uniform
criteria by which al district offices should evaluate the quality of State inspection reports.
Aswith the criteria to assess State performance during audits, the criteriato review these
reports should provide alevel of accountability and a mechanism for providing the States
with feedback. Again, we encourage FDA to seek input from States regarding review
criteriathat would be most useful to improve their programs.

We also urge FDA to provide guidance to the district offices on how best to use existing
data sources to complement their ongoing reviews of State inspections reports. The data
that is collected and stored in the Program Operations Data System (PODS) can help
district offices and States identify trends in State inspection practices and opportunities for
improvement. We recognize that the current PODS database is somewhat limited, and
thus we encourage FDA'’ s shift to a new system called the Field Activity and Compliance
Tracking System (FACTYS) database. This system will provide considerably more
information that will enable FDA, for instance, to track the types of violations found and
the types of enforcement actions taken. We are aware that the FACTS system is designed
to accommodate enforcement actions that are characteristic of FDA’s regulatory process.
To the extent that State enforcement processes are different from FDA’s, some
redesigning of FACTS could be necessary. We urge FDA to consider how it can use the
FACTS system to maximize efficiency in its oversight efforts.

Recommendation 4. FDA should draw on multiple external
sources of information in assessing State inspection
performance.

In its recent report on improving food safety, the National Academy of Sciences called for
FDA to aly with non-federal partners, including the food industry and consumer groups.*’
The perspectives of externa sources can be a valuable complement to the information that
FDA obtains from its on-site audits and review of inspection reports.

4a. Solicit feedback from industry, consumer, and other groups on the adequacy
of State inspections.

FDA could transform many of its existing outreach mechanisms into avenues for public
feedback on the quality of State inspections. For example, FDA’sfood safety website is
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an ideal forum through which to solicit external perspectives. FDA could create a
separate section on its website for feedback on State inspections. Another avenue for
obtaining feedback would be through public meetings. FDA could explicitly ask for
comment on State performance or it could arrange to hold regular focus groups with
industry and consumer groups.

In addition, FDA may want to consider developing a national feedback survey for food
firmsinvolved in interstate commerce. It could require State inspectors to leave these
feedback forms at the firms that they inspect in association with FDA. Many States are
already employing such surveys under their own auspices. An option FDA may want to
consider is requiring that States conducting their own industry surveys share results with
FDA.

Recommendation 5. FDA should provide substantive and
timely feedback to States on their inspection performance.

The prior three recommendations addressed the information sources upon which FDA
should rely. But getting the information is insufficient if FDA failsto foster improvements
and take corrective actions where necessary. It is particularly important in this regard for
FDA to provide the States with regular, substantive feedback on what it has learned about
their performance. In carrying out this recommendation, FDA will need to make changes
in the language of the contracts and partnership agreements.® These documents should
establish clearer and more uniform guidelines for providing regular and substantive
feedback to the States.

In a February 18, 2000 memo to the field, the Associate Commissioner for Regulatory
Affairs called for district offices to provide the results of the document reviews and joint
audits to the States in writing at the completion of reviews or at least quarterly. While this
clearly demonstrates a concerted step to improve feedback, we urge FDA to further its
efforts in accord with recommendations below.

5a. Provide the States with ongoing and written feedback on the on-site audits it
conducts.

At present, FDA'’ s formal feedback from audits is geared toward identifying deficiencies
rather than enhancing State performance. To the maximum extent possible, the audits
should be redirected to serve as a vehicle to help States improve and maintain good
performance. When FDA inspectors conduct these audits, whether on ajoint or
independent basis, they should in each case prepare a summary assessment to give to the
State. That assessment should assist in fostering continuous improvement in State
inspection efforts. The report should reflect, as we discussed previoudly, standard
performance criteria that provide States a useful basis to assess and improve their own
performance.
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5b. Provide States with periodic evaluations that assess the States’ overall
performance.

Aswe have noted, the annual and semi-annual evaluation reports that FDA district offices
now prepare are more of an accounting of activities than a mechanism for accountability
or improvement. We suggest that the time and resources spent on these evaluations could
well be redirected. FDA should reevaluate the purpose of these reports and consider
either enhancing their substance or eliminating them all together. In any case, the
emphasis should turn to more flexible, ongoing evaluations.

As FDA develops and improves its database of information on State inspection activities,
it should draw on that, its on-site audit reports, and external sources of information to
engage in continuing assessments of State ingpection performance. These assessments
should not just concern individual inspections but should also provide a comprehensive
evaluation of State performance. FDA can help the States by providing them with
summary data, thereby enabling them to assess not only their own performance but also
how they compare with other States. FDA should determine appropriate cyclesin which
to provide this aggregate feedback.

5c. Promote information exchange on promising approaches of State programs.

FDA has exposure to food safety inspections conducted throughout the nation, and, as
such, isin prime position to disseminate information about promising approaches. At
present, there are limited means for States to communicate among themselves and learn
from best practices and experiences of other States. FDA could play a pivotal rolein
facilitating communication among States. For example, FDA could foster communication
by using its website, organizing an electronic communication forum among State agencies,
or initiating telephone conference calls in various regions. The promotion of voluntary
best practicesisin line with the actions items called for by the President’ s Council on
Food Safety in the Draft Preliminary Food Safety Strategic Plan.®

Recommendation 6. FDA should enhance its internal
capacities to conduct effective oversight.

We have called for a demanding and complex oversight agendafor FDA. To carry it out,
FDA must remain attentive to the distinctive characteristics of individual State
governments, keep abreast of changing technologiesin food processing and
manufacturing, stay informed on the international and other forces stressing equivalency in
food safety systems, and maintain respect for an enduring national ethic that calls for the
minimum necessary regulation.

Thus, we call upon FDA to appropriately equip itself. We urge that FDA consider the
ways in which it needs to bolster its own capacities. Below, we outline four actions that
FDA can take toward that end.
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6a. Ensure inspector competence in both inspection and audit functions.

The credibility of the oversight process rests in large measure on the knowledge and skills
of the FDA inspectorsin the district offices. But with diminished training time for FDA
inspectors and with increased regulatory responsibilitiesin an array of programs, FDA
inspectors are increasingly challenged to maintain their expertise in food science
technology and in techniques of assessing afood firm’'s processes and products. We
recommend that FDA respond to these pressures by seeking to buttress the valuable base
of in-house expertise it has in food safety.

Asimportant as the latter is, there is another training area that may well warrant even
more attention: evaluation and auditing. Expertise in conducting food safety inspectionsis
essential to performing the on-site audit role for which we have called. But doneitis
insufficient. To conduct oversight, FDA inspectors must develop an evaluation mind-set
and learn how to go about evaluating performance. Traditionally, FDA inspectors have
not received training of this kind.*

One element that FDA might wish to consider as it upgradesitstraining is a certification
program for FDA inspectors who audit State performance. This would be away of
adding some rigor and substance to the oversight role. Furthermore, this type of
certification program isin line with the action items called for by the President’ s Council
on Food Safety in the Draft Preliminary Food Safety Strategic Plan.™

6b. Hold district offices more accountable for their performance in overseeing
State food firm inspections.

Just as FDA must play aleading role in holding States accountable for meeting standards,
so too must FDA hold its own district offices accountable. The move toward quality and
uniformity must be apparent across district offices as well as across States.

FDA should address key questions about the effectiveness of district office oversight:
How effective are the district offices in conducting on-site audits? How effective are the
district officesin reviewing State inspection reports? Do the district offices provide useful
feedback to the States? FDA should work with the district offices to determine the best
possible ways of answering such questions.

In holding the district offices more accountable for their performance, FDA headquarters
isin astrategic position to foster continuous improvement among the district offices. For
example, FDA headquarters could share trend data with the 20 district offices about State
performance and about issues and problems that the district offices have detected. FDA
headquarters could also facilitate information sharing about innovative practices among
the district offices.

6¢c. Ensure the systematic identification of all food firms in interstate commerce.

Without access to information in a nationa registry, FDA must rely on a patchwork of
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State information to identify the food firmsit should oversee. This heightens FDA’s
dependence on the States and impedes both its oversight and its own inspection efforts. In
our 1991 report we recommended that FDA develop or maintain a single national registry
or require that each State maintain its own registry and share information with FDA.>? We
reiterate the need for FDA to have a more reliable mechanism for identifying the food
firms under its purview.

6d. Seek broader FDA enforcement authorities.

Many States have enforcement authorities that FDA lacks. Thisimbalance inhibits further
progress toward national uniformity and hinders Federal oversight because it contributes
to FDA'’ s dependence on the States. Among the enforcement authorities that would seem
to be important are those that would allow inspectors to immediately embargo suspected
adulterated products, to review all necessary records without a Federal warrant, and to
photograph suspected violations. 1n our 1991 report on food safety, we also called for
FDA to obtain these authorities.

Recommendation 7. FDA should increase public disclosure
of its oversight of State food firm inspections.

An important mechanism of accountability is public disclosure of information. Through
greater disclosure, FDA can reinforce that States are accountable for the quality of food
safety inspections that they conduct for national purposes.

We urge FDA to proactively make information available about its reliance on State
inspections and its mechanisms for overseeing State ingpections. While thisinformation is
accessible through a Freedom of Information Act request, consumers would have a
difficult time even knowing what to ask for. We recommend that the FDA make the
following information available on its food safety website, its telephone hotline, or its fax
information service:

. The extent and nature of FDA’sreliance on State inspections through
contracts and partnership agreements. FDA could identify States with which
it holds partnership agreements and contracts. It could provide information
regarding the number and type of inspections and the risk of food firms being
inspected by States under these arrangements. FDA could aso provide
information on the ratio of food firms inspected by FDA versus the States.

. The extent and nature of FDA’s oversight of State inspections: FDA could
be more explicit about its mechanisms to oversee State inspections and the extent
to which it has carried out these responsibilities.

. State performance: FDA could make available its assessments of State
performance. This could include both assessments made during audits as well as
reviews of the States' inspection reports. FDA could also make available its
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annual assessments of State performance. It could consider developing alist of
State programs that meet certain performance standards.>

. I nspection results. FDA could make available aggregate information of State
ingpection results. This could include a summary of inspection classifications and
trends in critical violations and compliance actions taken. FDA could take similar
steps to make the results of its own inspections available.
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COMMENTS ON THE DRAFT REPORT

We received written comments on the draft report from the Food and Drug
Administration (FDA), the Association of Food and Drug Officials (AFDO), the National
Food Processors Association (NFPA), the National Fisheries Institute (NFI), and the
Center for Science in the Public Interest (CSPI).

In general, the report was well received by each of the groups. Below, we summarize the
major comments and, in italics, offer our responses. We incorporated several changesin
the final report, most of which were technical in nature. The full text of each set of
commentsisincluded in appendix M.

The Food and Drug Administration

The FDA welcomes our report as atool to strengthen Federal oversight of State food firm
inspections. The agency stresses that States can effectively augment Federal inspection
capacity and that States provide a valuable source of inspection coverage and expertise.

In general, FDA agrees with our recommendations and points to a number of recent
initiatives underway that move in the direction we call for. We refer to many of these
initiativesin our text. In response to the concerns we raise regarding oversight of the
partnership agreements, the FDA agrees that it must “fundamentally modify the nature of
these agreements.”

In two areas of our recommendations, the FDA does not agree with the activities we
suggest. First, FDA does not agree that it should draw on external sources of information
to assess State inspection performance. The agency believes that its own audit processis
the best way to assess State performance. Second, the agency does not directly address
some of the specific and near-term actions we call for to increase public disclosure of its
reliance on, and oversight of, State inspections. Instead, the agency references a future
performance assessment of State programs and public disclosure of those performance
assessments via the Internet.

We recognize that FDA is dealing constructively with many of the shortcomings we
identify in our report. We encourage the agency to continue to do so and to prioritize
resources to meet its oversight goals. We also urge the agency to reconsider the value of
external sources of information to assess Sate performance. We continue to believe that
such information can serve as an important complement to FDA’s own audit information.
On the matter of publicly disclosing information, we urge FDA to take immediate action
to post Sate inspection performance information. Such information could include
identification of the States with which FDA holds a contract or partnership, the number
and types of inspections under each arrangement, the ratio of FDA-to-Sate inspections
in particular Sates, and the FDA's assessments of State performance through audits or
periodic performance evaluations.
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The Association of Food and Drug Officials

The AFDO strongly supports Federal oversight of State food firm inspections. It agrees
with the mgor thrust of our recommendations and feels that our report is generally on
target. The AFDO underscores the importance of the Federal-State alliance and the role
that States can and should play in developing an oversight system. However, the AFDO
also raises anumber of issuesrelated to FDA's oversight. Among the issues raised, three
areas are particularly prominent.

On the issue of State inspection capacities, the AFDO emphasizes that the expertise of
many State programs exceeds the expertise in the FDA district offices. The AFDO raises
concern about FDA'’ s loss of “institutional memory” and questions whether all FDA
district offices are currently in a position to adequately judge the quality and uniformity of
State inspections. The AFDO also points out that, although documentation may be
sparse, FDA district office staff are often in contact and familiar with the abilities of
various State programs. Furthermore, many of the State officers are commissioned by
FDA and therefore conduct Federal inspections, not merely State contract inspections.

On the issue of resources, the AFDO points out that our recommendations will require
considerable resources on the part of State programs. The oversight expectations we call
for will require incentives that reward States for maintaining and improving their
programs. In particular, AFDO warns that under partnership agreements, whereby FDA
extends its inspection coverage for “next to nothing,” States may choose not to participate
rather than accept additional reporting requirements.

Finally, the AFDO underscores the work of the Roles and Responsibilities work group
within the National Food Safety System project as an important reference point that FDA
may want to consider in redesigning its oversight of State food firm inspections. The
AFDO underscores the importance of programmatic oversight as more effective than
oversight based on audit inspections alone. The AFDO also raises concern that our
recommendations do not adequately address how oversight can go beyond identifying
problems to providing a mechanism to improve performance.

We are pleased that the AFDO agrees with the major thrust of our recommendations. On
the issue of Sate food safety expertise, we recognize that the lack of FDA oversight does
not necessarily indicate the lack of a strong Sate program. Our report under scores the
importance of a strong system of Federal oversight in order to assure consumers,
industry, and foreign trade partners about the quality and uniformity of food safety
regulation across the nation. A system based on informal communication among Federal
and State agencies does not carry adequate assurance that such a safety systemexists. In
regards to the concern raised about the expertise of all FDA district offices to assess
Sate performance, we recommend that the FDA ensure inspector competence in both
inspection and audit functions. We recognize that such expertiseis critical to the
credibility of the oversight process.
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On the matter of resources, we recognize that Sates are performing inspections under
partnership agreements for little cost to FDA. In our report, we urge FDA to reevaluate
its reliance on the partnership agreements as an appropriate mechanism to accept State
inspections. We continue to believe that, regardless of the mechanism through which
FDA accepts Sate inspections, the oversight of partnership inspections must be just as
effective as that of contract inspections.

Finally, we recognize the important work currently underway in the Roles and
Responsibilities work group within the National Food Safety System (NFSS) project. We
have modified the text of our report to more fully reflect the work of NFSSwork groups
as potential reference points in developing an appropriate oversight system. We also
recognize the value of a systems approach to oversight of Sates' capacities, laws,
regulations, and abilities. To start, we recommend that FDA pilot a system audit with
Sates willing to develop standards, regulations and inspection approaches substantially
equivalent to FDA’s own. In response to the contention that our recommendations focus
on oversight mechanisms that merely identify problems with Sate performance, we
believe we place considerable emphasis on feedback mechanisms that would improve
Sate performance.

National Food Processor s Association

The NFPA recognizes the extensive role that States play in food safety and the importance
of strong Federal oversight as a means to achieve uniformity and quality in the regulatory
landscape. The NFPA, however, views the need for oversight even more broadly than we
defineit in the report. It points to the wide variation in food safety expertise and auditing
styles among the FDA district offices and suggests that a review function be established
within the FDA to provide greater oversight of its own inspectors and audits.

In general, NFPA agrees with most of our recommendations and shares our concerns
regarding accountability in the food inspection system. The only recommendation that
NFPA disagrees with is our recommendation to provide FDA with additional legal
authorities. It believes that the agency’s current authorities are sufficient to assure a
continuous safe food supply. The NFPA supports our recommendation that FDA draw on
external sources of information in assessing State performance. In fact, it urgesthe
recommendations to go even further, by requiring that both State and Federal inspections
be subject to feedback from external parties.

We continue to believe that additional FDA enforcement authorities are a vital
component of effective oversight. We, along with other groups, raise concern that FDA's
reliance on Sates enforcement actions may compromise FDA's ability to be critical of
Sates performance. We believe that NFPA raises an important issue concerning
variation in food safety expertise, and inspection and audit practices among FDA district
offices. We agree that the credibility of an effective oversight systemrestsin large
measure on the knowledge and skills of the FDA inspectors in the district offices. We
recommend that FDA develop a training course for its own inspectors in both inspection
and audit functions. Finally, we are pleased that the NFPA agrees with our
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recommendation to include external sources of information as a key component of an
effective oversight system. We encourage the FDA to develop as transparent an
oversight system as possible.

National Fisheries|Institute

The NFI agrees with the maor portions of our findings and recommendations. In
particular, the NFI emphasizes the importance of external perspectives on the oversight
process, which can augment the limited number of FDA on-site audits. The groups aso
strongly supports the shift from independent to joint audits as a more effective and less
burdensome oversight tool for both the State and Federal inspectors, as well as for
manufacturers. Finally, the group reiterates the importance of Federal and State food
safety expertise, and encourages that the current voluntary Seafood HA CCP certification
program become mandatory in the future.

The NFI agrees with most of our recommendations except for two areas. First, the NFI
does not support the need for additional FDA enforcement authorities. The group
believes that the FDA generally receives adequate enforcement support from States when
necessary. Second, the NFI supports limited disclosure of State inspection information,
but is concerned about the possible misinterpretation of detailed inspection results.

We are pleased with the broad support from NFI regarding the importance of an effective
oversight system and the role of many of our recommendations. On the issue of FDA
enforcement authorities, we continue to believe that these authorities are a critical
component of an effective oversight system. We do not believe that FDA should rely on a
patchwork of State authorities to accomplish actions that it deems necessary. On the
issue of public disclosure of Sate inspection and performance information, we do not
recommend that FDA make the results of specific inspections publicly available. Instead,
we recommend that FDA, at a minimum, publish aggregate information, such asa
summary of inspection classifications and trends in critical violations.

The Center for Sciencein the Public I nter est

The CSPI strongly supports our report, but does not fedl that we went far enough with
our recommendations. The group expresses concern with FDA'’ s reliance on State
partnership inspections and with the reallocation of duties from the Federal to State
governments. The CSPI’s comments point out vulnerabilities and potential weaknessesin
State inspection programs, such as the potential influence of State politics and economics
on regulatory oversight. The group suggests that FDA should restrict reliance on States
to low-risk inspections.

The scope of our study was to assess the extent and nature of FDA'’s oversight of State
food firminspections. We did not set out to determine the appropriate balance of
inspection duties among the Federal and State governments, nor to define the
appropriate balance between contracts and partnerships. However, we do emphasize
that FDA should assure consumers that its commitment to food safety is no less under
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partnership agreements than under contracts. In our report, we document variation
among States in order to emphasize the importance of Federal oversight in supporting
uniformity and quality in its program. We recognize that States have important expertise
and resources in food safety; in some cases, Sate capacities may exceed those of FDA’s.
We support collective efforts among Federal and State agencies for an effective food
safety system that maximizes resources.
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Overview of States Holding

Contracts and Partnership Agreements
Fiscal Year 1998

State Number of Number of
Contracts Partner ship Agreements

Alabama 1 -
Alaska 1
Arizona -
Arkansas 1
Cadlifornia -
Colorado
Connecticut
Delaware - -
Florida
Georgi a
Hawaii - -
Idaho

Illinois
Indiana

lowa

Kansas
Kentucky
Louisiana
Maine
Maryland

M assachusetts
Michi gan
Minnesota
Mississippi
Missouri
Montana
Nebraska
Nevada - -
New Hampshire -
New Jersey 1
New Mexico -
New York 1
North Carolina 1
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APPENDIX A

State Number of Number of
Contracts Partner ship Agreements
North Dakota 1 -
Ohio 1 -
Oklahoma - 1
Oregon 1 1
Pennsylvania - 2
Rhode Island 1 1
South Carolina 2% -
South Dakota - -
Tennessee 1 2
Texas 1 2
Utah - -
Vermont - -
Virginia 1 1
Washington 1 1
West Virginia 2* 1
Wisconsin 1 2
Wyoming 1 -
Puerto Rico** 1 -
Total =51 40 contracts (38 States) 37 partnerships (29 States)

* The Department of Health holds one contract, the Department of Agriculture holds the other.
** One territory holds afood inspection contract.
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APPENDIX B

Types of Partnership Agreements, Fiscal Year 1998

Seafood HACCP Partnerships:
1. Alaska

2. Cdifornia

3. Colorado

4. Georgia

5. Louisiana

6. Maine

7. Maryland

8. Minnesota

9. Mississippi
10. New Jersey
11. New Mexico
12. New York
13. North Carolina
14. Oregon

15. Pennsylvania
16. Tennessee
17. Texas

18. Virginia

19. Washington
20. Wisconsin

Low-Acid Canned Food and Acidified Food Partner ships:

21. lllinois

22. Pennsylvania
23. Tennessee

24. Texas

25. West Virginia

Cheese and Dairy:
26. Michigan
27. Wisconsin

Other:

28. Arizona - Raw agricultura products
29. Cdlifornia- Raw agricultural products
30. Cdifornia- Exotic Game Facilities
31. Florida - Blue Crab Partnership

32. Indiana - Food Safety

33. Massachusetts - | nspection/samples
34. Michigan - Pilot Cider HACCP

35. Mississippi - Sandwich

36. Oklahoma - Food Safety

37. Rhode Idand - Inspection/samples
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APPENDIX C

FDA District Offices Overseeing
Contracts and Partnership Agreements
Fiscal Year 1998

FDA Digtrict Office Number of Contracts Number of Partnership
Agreements

Atlanta District 4 2
Baltimore District 4 3
Chicago District 1 1
Cincinnati District 2
Dallas District 2 3
Denver District 2 2
Detroit District 1 3
Florida District 1 1
Kansas City District 4

Los Angeles District 4
Minneapolis District 3 3
Nashville District 2 2

New England District 4 3

New Jersey District 1 1

New Orleans District 2 3

New York District 1 1
Philadel phia District 2

San Francisco District *

San Juan District 1
Sesttle District 5 3

Total = 20 FDA district offices 40 contracts 37 partnerships

(17 FDA district offices) | (17 FDA district offices)
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APPENDIX D

Methodology

We collected information presented in this report from the following sources:
FDA

Program Operation Data System (PODS). We analyzed nationa food firm inspection data
over a 10-year period spanning 1989 to 1998. We reviewed the number and types of FDA
inspections and the number and types of State contract and partnership agreement
inspections. We analyzed State contract inspection classifications and time spent on
contract inspections. We also reviewed the hours of training received by FDA inspectors
between 1989 and 1998.

FDA Audit Summary Data. We reviewed summary audit data between 1993 and 1998.
We analyzed the number of joint and independent audits conducted by FDA district offices
in each of the States holding contracts. We compared the numbers of audits conducted to
the standards in FDA'’ s Field Management Directive No. 76.

Food Contracts and Partnership Agreements. We requested from FDA headquarters
copies of all of the food contract and partnership agreements active in 1998. We received
40 of the 40 State food contracts, and 23 of the 37 partnership agreements pertaining to
food firm inspections (FDA district offices reported in our survey that they held this number
of active partnership agreements during 1998). We reviewed the contracts and partnership
agreements for expectations regarding oversight, submission of State inspection and
enforcement information, and FDA feedback to the States.

FDA Evaluations of State Contracts and Partnership Agreements. We requested and
reviewed semi-annual contract evaluations and annual partnership evaluations for 1998. We
received 34 of 40 contract evaluations and 17 of 37 partnership evaluations for 1998. We
assessed these documents for the depth of comments pertaining to State performance.

FDA Oversight Directives and Guidance Documents. We reviewed FDA’s Field
Management Directive No. 76 audit guidance for evaluation of State contract inspectional
performance. We reviewed the Model Partnership Agreement Guidance Document (ORA-
21) and the Model Seafood HA CCP Partnership Agreement, FDA’ s guidance document for
the development and oversight of partnership agreements.

OIG Mail Surveys

FDA Didtrict Offices. We surveyed al 20 district offices. We received 100 percent
response rate. The survey addressed the following areas: oversight of the State food
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APPENDIX D

contracts, oversight of the State food partnership agreements, challenges facing FDA in
overseeing State contracts and partnerships, and recommendations for improving oversight.

States. We surveyed al 40 State agencies holding food contracts. We received 37
responses, a 92 percent response rate. The survey addressed the following areas.
background information on the State food firm inspection programs, FDA oversight of the
food contracts and partnership agreements, challenges facing State food inspection
programs, and recommendations to improve FDA oversight.

OIG Field Work

Site Visits to FDA District Offices. We conducted site visits to three geographically
diverse FDA district offices. Each of the district offices held both contracts and partnership
agreements with States. The emphasis of the visits was on understanding the extent and
nature of FDA’s oversight and the barriers that FDA facesin carrying out that oversight.

Site Visits to States. We conducted site visits to three geographically diverse States. Each
State was affiliated with one of the FDA district offices we visited and held at |east one
contract and one partnership agreement. The emphasis of the visits was on understanding
the States' experiences with FDA oversight, their internal oversight mechanisms, and their
recommendations for improving FDA oversight.

Audit Observations. During our site visits to the FDA district offices, we observed three
FDA audits of State performance. We observed an independent audit of a seafood firm, a
joint audit of alow-acid canned food firm, and ajoint audit of a pastafirm. Our purpose
was not to evaluate the FDA’ s audit of State performance, but rather to observe the way in
which FDA inspectors conducted audits.

Stakeholder Interviews
We interviewed representatives of organizations we considered to be stakeholdersin food
safety oversight. These stakeholders included food safety experts, consumer groups, and
industry groups.

Other Documents

In addition to the documents referenced above, we reviewed statutes and regulations, FDA
work plans and priority-setting agendas, reports by external agencies, and relevant literature.
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FDA and State Inspections
in Foodborne Biological Hazards (Project 03)
Fiscal Years 1989-1998

APPENDIX E

Fiscal FDA Food Firm State Food Firm State Food Firm Total Food Firm
Years I nspections I nspections under I nspections I nspections
(number and Contract under Partnership
percent of total) * (number and Agreement
per cent of total) (number and
per cent of total)
1989 4524 (38 %) 7507 (62 %) - 12,031
1990 3896 (36 %) 7071 (64 %) - 10,967
1991 6618 (46 %) 7697 (54 %) - 14,315
1992 4332 (37 %) 7441 (63 %) - 11,773
1993 3884 (36 %) 7017 (64 %) - 10,901
1994 3555 (39 %) 5530 (61 %) - 9,085
1995 3517 (39 %) 5392 (61 %) - 8,909
1996 3669 (42 %) 5047 (57 %) 95 (1 %) 8,811
1997 3901 (31 %) 4991 (40 %) 3643 (29 %) 12,535
1998 5603 (43 %) 4155 (32 %) 3165 (25 %) 12,923
2186 3417 3881 274 2247 918 8314 4609
Regular | Seafood | Regular | Seafood | Regular | Seafood | Regular | Seafood
HACCP HACCP HACCP HACCP

Source: FDA Program Operations Data System

! For FDA Inspections from 1989-1992, we adjusted the number to compensate for the cooperative
program inspections that moved out of the 03 project category and into their own project category in 1992. In sum,
we subtracted the 03026 (A-E) PACS from the FDA food firm inspections in the years 1989-1992.
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APPENDIX F

State Contract Inspection Data
in the Foodborne Biological Hazards (Project 03)
Fiscal Years 1996-1998

State Total Average I nspections I nspections I nspections
Number of | Number of ] resultingin resulting in resulting in
Inspections | Hours per No Action Voluntary Action Official Action
I nspection Indicated (NAI) | Indicated (VAI) Indicated (OAI)

Alabama 274 7.16 47.1% 52.2% 0.7%

Alaska 155 3.71 73.5% 25.8% 0.7%
Arkansas 467 2.85 59.5% 39.2% 1.3%

Colorado 248 9.50 19.77% 76.6% 3.6%
Connecticut 109 5.47 53.2% 46.8% 0.0%

Florida 626 3.36 19.7% 70.6% 9.7%

Georgia 173 5.73 25.4% 73.4% 1.2%

Idaho 199 7.70 76.9% 23.1% 0.0%

[llinois 700 6.61 83.0% 16.9% 0.1%

lowa 150 6.14 13.3% 86.0% 0.7%

Kansas 83 5.78 31.3% 67.5% 12%
Kentucky 220 7.15 68.2% 31.4% 0.4%
Louisiana 567 6.18 42.0% 58.0% 0.0%

Maine 151 6.09 78.8% 21.2% 0.0%

Maryland 431 443 94.2% 5.3% 0.5%
Massachusetts | 378 3.81 18.8% 80.2% 1.0%

Michigan 512 6.15 45.3% 48.6% 6.1%
Minnesota 455 5.23 56.0% 41.3% 2.6%
Mississippi 72 4.27 13.9% 86.1% 0.0%

Missouri 161 6.53 19.9% 73.9% 6.2%

Montana 187 411 73.8% 26.2% 0.0%
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APPENDIX F

State Total Average I nspections I nspections I nspections
Number of | Number of ] resultingin resulting in resulting in
Inspections | Hours per No Action Voluntary Action Official Action

I nspection Indicated (NAI) | Indicated 2 (VAI 2) | Indicated (OAI)

Nebraska 170 453 72.3% 27.7% 0.0%

New Jersey | 1009 7.19 17.2% 82.8% 0.0%

New York 641 4.83 5.6% 70.8% 23.6%

North 437 7.38 39.1% 58.6% 2.3%

Carolina

North Dakota | 115 411 9.6% 90.4% 0.0%

Ohio 712 472 29.2% 70.7% 0.1%

Oregon 461 7.35 39.3% 60.1% 0.6%

Puerto Rico 165 494 3.03% 95.2% 1.8%

South 193 8.64 10.9% 89.1% 0.0%

Carolina

Tennessee 347 471 87.0% 12.1% 0.9%

Texas 917 7.92 29.0% 46.0% 25.0%

Virginia 510 6.24 86.1% 10.0% 3.9%

Washington 693 5.70 65.5% 33.6% 0.9%

West Virginia | 284 4.67 31L.7% 75.0% 6.3%

Wisconsin 859 6.80 70.8% 29.0% 0.2%

Wyoming 40 4.68 90.0% 10.0% 0.0%

Source: FDA Program Operations Data System

Note: We excluded Rhode Island from our analysis because the State did not hold a contract for the duration of
fiscal years 1996-1998.

Definitions: FDA uses three primary classifications for inspections: Official Action Indicated, which signifies
serious violations found during an inspection leading to a recommendation for regulatory or administrative
sanctions; Voluntary Action Indicated, which signifies some deficiencies found during an inspection, but not
significant enough to warrant regulatory or administrative sanctions (any corrective action is left to the firm to take
voluntarily). Note: This category represents our analysis of ‘VAI2' classifications; and No Action Indicated, which
signifies that minor or no deficiencies were found during an inspection and that a routine reinspection is
recommended.
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APPENDIX G

FDA and State Enforcement Authorities
for Overseeing Food Firms

Authority Per centage of States FDA Authority
with Authority (N=36)

License/ permit revocation 28 (77.7%) No
Civil monetary penalties 26 (72.2%) No
Immediate Embargo 34 (94.4%) No
Recall 16 (44.4%) Voluntary
Seizure 28 (77.7%) Yes
Injunction 31 (86.1%) Yes
Prosecution 31 (86.1%) Yes
Accessto all firm recordsin 22 (61.1%) No
guestion
Use of photographic 23 (63.8%) No
equipment during inspection

Source: Office of Inspector General Mail Survey, August 1999.

States with Multiple Enforcement Authorities

Number of Authorities* Number of States holding
these authorities (N=36)

1(2.7%)

2 (5.5%)
2 (5.5%)
4 (11.1%)
5 (13.8%)
7 (19.4%)
7 (19.4%)

9 8 (22.2%)
Source: Office of Inspector General Mail Survey, August 1999.
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* These include license revocation, civil monetary penalties, immediate embargo, recall, seizure, injunction,
prosecution, accessto all firm records in question, and the use of photographic equipment during inspection.
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APPENDIX H

Educational and Training Requirements
for State Food Inspectors

Minimum Educational States (N=35)
Requirements

High school diploma 4 (10.8%)
High school diploma with college- 2 (5.4%)
level science courses
College Diploma 5 (13.5%)
College Diploma with science 23 (62.2%)
courses
Other 1(2.7%)

Source: Office of Inspector General Mail Survey, August 1999.

Number of Days of Formal States (N=36)
Training
5daysor less 8 (21.6%)
6-10 days 18 (48.6%)
11-15 days 5 (13.5%)
More than 15 days 5 (13.5%)

Source: Office of Inspector General Mail Survey, August 1999.
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FDA Audits of State Food Contracts

Number of Number of Number of
FDA Audits | Contract Statesreceiving
I nspections at least one audit
FY 93 253 7354 34/39 (87%)
FY 94 139 5801 26/40 (65%)
FY 95 135 5661 24/40 (60%)
FY 96 140 5312 25/38 (66%0)
FY 97 120 5231 17/38 (45%)
FY 98 104 4252 17/38 (45%)
Source: FDA
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APPENDIX J

Partnership Agreement Expectations:

Comparison of Five Low-Acid Canned Food
Partnership Agreements

We analyzed five low-acid canned food partnership agreements for their expectationsin five key
areas. inspection reports, joint inspections, enforcement actions, training, and assessment
mechanisms. These partnerships were active at some point during fiscal years 1996-1998. Low-
acid canned food firm operations are generally considered high-risk and complex, heightening the
importance of effective FDA oversight.

State Submission of Submission of FDA-State
I nspection Reports I nformation about Training
Enforcement Actions

California * Summary inspection * Enforcement actions, * Not addressed.
reports only; full inspection | “if requested.”
reports upon request.

* No report elements
specified.
* “Periodic” exchange.

New Jer sey * Inspection reports. * Not addressed.  Training “as
* No report elements needed.”
specified.

* No time frame specified.

[llinois * Inspection reports. * Not addressed.  Training “as
* No report elements needed.”
specified.

* No time frame specified.

Pennsylvania * Inspection reports. * Enforcement actions. * Training “will
* No report elements * “Prompt” exchange. depend on
specified. availability of
* “Prompt” exchange. personnel and

resources.”

Texas * Inspection reports. * Enforcement actions. * Training “will
* No report elements * Summary reportsmay | depend on
specified. also be prepared. availability of
* No time frame specified. * No time frame personnel and

specified. resources.”
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APPENDIX J

Partnership Agreement Expectations:
Comparison of Five Low-Acid Canned Food

Partnership Agreements

(Continued)

State Number of Joint FDA-State Assessment M echanisms
I nspections
Interim Evaluation Final Evaluation
California * Not addressed. * Not addressed. * Final evaluation criteria
not specified.
New Jer sey « Joint inspections | « Interim evaluation * Final evaluation should
“as needed.” should track number of analyze inspection findings
inspections, cost, and and regulatory actions.
classifications.
[llinois * Joint inspections | * Interim evaluation * Final evaluation criteria
“sufficient to train | should track number of not specified.
two inspectors.” inspections,
* “Subsequently, at | classifications, and
least onejoint training; establish
inspection per year | database of adverse
with each findings; and calculate
inspector.” cost per inspection.
Pennsylvania « Joint inspections | » Not addressed. * Not addressed.
“as necessary.”
Texas « Joint inspections | * “This agreement does || * Final evaluation criteria
“upon request,” not require in-process not specified.
based upon measurements.”
“availability of
personnel and
agency priorities.”
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APPENDIX K

Contract Semi-Annual Report

The FDA evaluates State inspection performance under contract twice a year in its semi-annua
reports. The semi-annual report contains three primary sections. Section A includes the number
of joint and independent audit inspections accomplished during the reporting period and the
number of deficiencies uncovered in those audits. Section B includes details of deficient
performance, assessment of the cause of the problem, and solutions planned or accomplished.
Section C provides space for FDA district offices to comment on overall contract performance, to
highlight significant State accomplishments or actions, and to raise questions and concerns.

For our review, we asked the Division of Federa-State Relations to provide us with all State
contract semi-annual reports for fiscal year 1998. We received reports for 34 of the 40 contracts.
These 34 contracts covered 3351 food sanitation inspectionsin fiscal year 1998. We analyzed the
semi-annua reports along the following dimensions. the number of audits conducted, the number
of deficiencies found, and the extent of comments on State performance. We categorized
comments about State performance in one of three ways, as defined below:

Definitions:

a. No Assessment: The semi-annual report contains no comment regarding State
performance or the quality of inspections.

b. Minimal Assessment: The semi-annual report contains vague, broad statements of State
performance with few details that describe the quality of State inspections or other
information relevant to State performance.

c. Some Assessment: The semi-annual report includes examples on which to base FDA’s
assessment of State performance. This may include analysis of violations identified and
inspection classifications or enforcement actions taken. The report may aso include
information on training conducted or changes in the State’' s personnel that affect the State's
performance.
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Analysis of Contract Semi-Annual Reports (FY 1998)

State Number Number of Number of Comments on State Performance
of Joint | Independent Deficiencies
Audits Audits No Minimal Some
Assessment | Assessment | Assessment

AK 1 0 0 X

AL 0 5* 0 X

AR 0 1 1 X

CO 0 0 0 X

CT 0 2 2 X
FL 0 0 0 X
GA 0 0 0 X
ID 4 7 0 X

KS 0 0 0 X

KY 8 4 0 X

LA 0 4* 0 X

ME 0 0 0 X
MI 0 3 0 X

MN 0 0 0 X

MO 3 0 0 X
MS 0 0 0 X

MT 2 0 0 X

ND 0 0 0 X

NE 0 0 0 X
NJ 0 9 0 X

NY 0 0 0 X

OH 0 5 0 X
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Analysis of Contract Semi-Annual Reports (FY 1998)

(Continued)

State Number Number of Number of Comments on State Per for mance
of Joint | Independent Deficiencies -
Audits Audits No Minimal Some
Assessment Assessment Assessment
OR 3 0 0 X
PR 0 0 0 X
SC - Dept. 8 0 0 X
Of
Agricultur
e
SC - 0 0 0 X
Dept. of
Hedth
TN 0 4* 0 X
TX 0 0 0 X
VA 0 10 0 X
WA 6 0 0 X
WI 0 0 0 X
WV - 2 3 0 X
Dept of
Agricultur
e
WV - 4 8 0 X
Dept of
Hedth
WY 0 0 0 X
TOTALS 41 65 3 13 14 7
(N=34)

Note: We received no information from FDA regarding State food sanitation contracts with the States of llinois, lowa,
Maryland, Massachusetts, North Carolina, and Rhode Island.

* |t isunclear from the semi-annual reports whether the audits conducted were joint or independent. We listed them as
independent audits, because according to the FMD-76, that is the primary evaluation mechanism for the food sanitation
contract.
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Annual Partnership Evaluation

The Partnership Agreement Guidance Document (ORA -21) calls for annua evaluation of partnership
agreement activities. These annual evaluations are conducted jointly by FDA district offices and
States. The FDA district offices submit copies of these evaluations to headquarters.

The annual partnership evaluation form (attachment C of the ORA-21) contains 10 elements. Four of
these el ements are particularly relevant to evaluating the quality and effectiveness of work performed
under partnership agreements. These include Outputs (e.g. number of inspections, number of people
trained), Outcomes (e.g., what was the result, benefit to partners), Evaluation of Partnership
Agreement (e.g. strengths and weaknesses, positives and negatives), and Recommendations.

For our review, we asked the Division of Federal-State Relations to provide us with copies of all of
the fiscal year 1998 partnership agreement evaluations pertaining to food firm inspections. We
received 17 evaluations of 37 partnership agreements reported by district offices as active during fiscal
year 1998. We analyzed these evaluation documents according to the following dimensions. the
extent of comments on State performance, whether there were comments on FDA performance, and
whether there were critical comments regarding the partnership activities. We provide definitions of
these categories below.

Definitions:

Comments on State Perfor mance:

a. Minimal Assessment: Contains vague, broad statements of State performance with few details
that describe the quality of State inspections or other information relevant to State performance.

b. Some Assessment: Includes examples on which to base FDA'’ s assessment of State
performance. This may include analysis of violations identified and inspection classifications or
enforcement actions taken. The report may also include information on training conducted or
changes in the State' s personnel that affect the State' s performance.

Comments on FDA performance: Contains information on the quality of FDA inspections
conducted.

Critical Comments. Contains critical comments including comments about problems encountered,
solutions identified, and recommendations to improve performance.
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Analysis of Partnership Evaluations (FY 1998)

State Comments on State Performance Comments on Critical Comments
Minimal Some Assessment Perf[(:)Pn’:‘ance
Assessment

CA X no no
GA X no no
IL X no no
LA X no yes
ME X no no
MI X no yes
MS (sandwich) X no no
MS (seafood) X no yes
NY X no no
NC X no no
OK X no no
PA X no yes
TN X no no
TX (seafood) X no yes
TX (low-acid X no no
canned food)

WI (seafood) X no no
WI (cheese) X no yes

Totals 10 7 Yes=0 Yes=6
(N =17) No =17 No=11

FDA Oversight: A Call for Greater Accountability 66 OEI-01-98-00400



APPENDIX M

Full Text of Comments on the Draft Report

PAGE
Food and Drug AdminiStration . . ... ...t e 68
Association of Food and Drug Officials . ... ... .o 76
National FOOd ProcessorS ASSOCIAION . . . ..o ot vt e e e e e e 84
National FiSherieS INSHtULe . . . . .. ..o i 87
Center for Scienceinthe Public Interest . . . ... ... 94

FDA Oversight: A Call for Greater Accountability 67 OEI-01-98-00400



APPENDIX M

T A
4
N DEPARTMENT OF HEALTH & HUMAN SERVICES Memorandum
Food and Drug Administration

Date: AR 28 200
From: Deputy Commissioner for Management and Systems, FDA

Subject: Office of Inspector General (OIG) Draft inspection Report: FDA Oversight of
State Food Firm Inspactions: A Call for Greater Accountability

To: June Gibbs Brown
Inspector General

Thank you for the opportunity to review and comment on the OIG draft report, FDA
Oversight of State Food Firm Inspections: A Call for Greater Accountability. The Agency
prepared General and Technical Comments for your consideration.

204

Robert J. Byrd

7
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1.

REPORT, FDA OVERSIGHT OF STATE FOOD FIRM INSPECTIONS: A CALL

FOR GREATER ACCOUNTABILITY

Genera! Comments:

FDA welcomes the OIG report as a tool to strengthen Federal oversight of
State food safety inspections. FOA beilieves it is critical that American
consumers receive the same level of protection regardiess of whether food
establishment inspections are conducted by Federal, State or Local officials.

New management in FDA's food safety program requested the OIG fo
conduct this study. The study was designed to provide a penchmark of FDA's
oversight activities at the time and a recommended template of what these
oversight activities ought to be in order to faithfully fulfilf the vision of an
integrated national food safety system.

. FDA believes States can effectively augment Federal inspectional capacity.

For example, in the first year of seafood HACCP inspections, FDA inspected
approximately 70% of domestic seafood processors, with the remaining 30%
conducted by the States.

FDA convened a 50-State meeting in 1998 in order to improve consumer
protection through an enhanced national food safety system {(NFSS). FDA
stated clearly at that meeting that an essential component of any such system
ts adequaie Federal oversight of State inspection programs. OIG staff
attended this mesting as cbservers.

Even in advance of this repart, FDA established “Evaluation of State
Programs” as an “A List” item in CFSAN's 2000 Program Priorities. The goal
states, “In conjunction with ORA, enhance system for FDA evaluation of State
inspection programs.”

. FDA is commiited to achieving this goal, and has fisted concrete objectives to

audit 5% of State inspections under contract in FY 2000, increasing to 7% in
FY 2001 and increasing again to 10% in FY 2002, as resources permit. in
addition, FDA has directed that every State inspector be audited at least once
every three years.

EDA will increase training of FDA auditors, with 2 new training course to be

offered in September 2000. The course will train FDA Field investigators who
audit State programs on the process and techniques for auditing State
contracts or partnerships.
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8. FDA wili pilot its enhanced auditors program with a focused review of one
State's seafood HACCP inspections and of a second State, which performs
primarily other types of food inspections.

9. EDA wiil ensure that State inspections conducted under partnership
agreements are of comparable quality to those conducted under State
contracts. FDA is mindful that the OIG was highly critical of State partnership
agreements. FDA will fundamentally modify the nature of these agreements.

10. The States agree that Federal oversight is essential and needs to be
enharnced, and that such oversight must be comparable for all State food
inspections, whether they are conducted under State contracts or partnership
agreements. FDA believes the State food regulatory officials, through the
Assaciation of Food and Drug Officials {AFDO) and the NFSS project, are to
be commended for working with FDA to improve the quallty of the food
inspection program in this way.

11.FEDA and the States are working together to develop a standard template for a
State manufacturing/food processing inspection program. This tempiate is to
inciude: {a) Regulatory Foundation; (b) Trained Reguiatory Stafi; (¢)
Inspection Program based on HACCP Principles; (d) Uniform Inspection
Program; {&) Foodborne lliness Iinvestigation and Response; (f) Compliance
and Enforcement, (g) industry Recognition; (h) Program Support and
Resources; and (i) Program Assessment.

12. EDA will seek from Conaress the necessary resourcas to carry out this
oversight function. The President's proposed FY 2001 budget now before
Congress includes funds to increase FDA's audits of State food safety
inspections.

Page 31, Recommendation #1: FDA should work with States to achieve
basic equivalency in food safety standards and laws, and in inspection
programs and practices.

We agree with this recommendation. FDA's experience with the seafood Hazard
Analysis Critical Control Point (HACCP) approach to inspections has
fundamentally aitered the way in which the government oversees and inspects
the food supply. Seafood HACCP has a certification program to certify the
competence of food inspectors. This certification program has been received well
by both Federal and State inspectors and is an important siep toward promoting
uniformity and consistency in inspections. The agency is also developing other
certification programs in the foods area that will be extended to the State/Local
programs over the lang term.

As part of a NFSS project, FDA will piiot a systems audit of a State's seafood
HACCP program. The audit would use a uniform set of minimum standards and
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criteria for assessing a State’s capacity and performance. Resuits of the pilot
audit would advance equivalency and improve oversight.

Page 32, Recommendation #2: FDA should devote high priority to
improving its on-site audit mechanism for evaluating the effectiveness of
State inspections.

We agree with this recommendation and several activities are underway.
Reteased in January, CFSAN's 2000 Program Priorities document has an A List"
activity “Evaluation of State Programs” that is a top agency priarity to be
implemented jointly by ORA and CFSAN.

Shortly thereafier, the Asscciate Commissioner for Regutatory Affairs (ACRA}
issued a memo on February 18, 2000 to the field that called for a focus on joint
audits for FY 2000. FDA has called for joint audits for 5% of the inspections
assigned to States under coniract for FY 2000. The Division of Federal-State
Relations (DFSR) is working with FDA's Southwest Region fo field test a new
audit form that will accompany each joint audit. in FY 2001, the percentage will
increase to 7%; in FY 2002 to 10%, as resources permit. A memo to the Field
from DFSR called for ali State inspectors to have at least one joint inspection
aver the next three years. ORA is developing a training course for FDA
investigators on the process and techniques for auditing State contracts and
partnerships. The course is planned to be offered in September 2000.

Also in FY 2000, FDA plans to pilot an audit of food inspection work being done
by the State of Oklahoma under a partnership agreement. Under the partnership
agreement, several training events have been conducted with State inspectors
responsible for the inspaction of food manufacturers and processors. FDA
auditors will abserve the conduct of State inspections and complete a two-page
form indicating the establishments' status in various areas normally observed
during an inspection. The form also contains questions regarding the quality of
the inspection conducted by the State inspectior. The FDA auditor will not issue a
482, Notice of Inspection, since this is not an officiat FDA inspection, but rather
an evaluation of the State inspection. At the conclusion of the inspection and
after the State inspector has completed all the required paperwork, the FDA
auditor will fead a discussion of the inspection with the State inspector. All forms
from the audit will be forwarded to the FDA partnership coordinatoer for this
project for review and evaluation.

FDA aiso plans to develop an audit document for FDA investigators to use in
auditing State contract inspections that will be based on work done during the
Qklahoma pilot.
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Page 34, Recommendation #3: FDA should require that States routinely
provide FDA with standardized information on the inspections that they
conduct.

We agree with this recommendation. The ORA Federal-State Field Advisory
Committee has been assigned the responsibility of developing accepiable
language for the oversight of partnership inspections for inclusion in a
partnership guidance document. The Committee will consult with and review a
draft federal oversight mode} document and a draft medel parthership agreement
prepared by the National Food Safety System (NFS8) project Roles and
Responsibilities Workgroup. The draft partnership agreement contains a
requirement that State inspectors must use appropriate FDA forms.

As part of the audit of food inspection work being done by the State of Oklahoma
under a partnership agreement, State inspectors will be asked to complete a
one-page form developed by FDA for each jointly inspected facility to capture
inspection information in a standardized format that will be useful in comparing
data. The results of this pilot will be evaluated and will assist FDA in developing
forms for States to use in order to provide standardized information an the
inspections they conduct. The outcome of the pilot and development of the audit
documents will be assessed by the Federal-State Field Advisory Committee and
ORA’s Field Food Committee.

Page 35, Recommendation #4: FDA shouid draw on multipie external
saurces of information in assessing State inspection performance.

We do not agree with this recommendation. While FDA frequently solicits
feedback from industry and consumers on various issues, we believe that the
Federal audit process itself is the best mechanism to provide information on the
performance of State inspectors.

Page 36, Recommendation #5: FDA should provide substantive and timely
feedback to States on their inspection performance.

We agree with this recommendation. As noted above, ORA is developing a
training course for FDA investigators on the process and techniques for auditing
State contracts and partnerships. The course is planned to be offered in
September 2000. The training will propose formal criteria to review the quality of
State inspection reports and include a requirement that timely feedback be
provided to States on their inspection performance. FDA agrees that timely
feedback on state inspection performance is needed because it would allow
States to more effectively manage or procure needed resources, establish risk-
based priorities and be able to perform more effective self-evaluations of their
OwWn programs.

FDA addressed this issue in the Februéry 18, 2000 memo to the Field from the
Assotiate Commissioner for Regulatory Affairs (ACRA) referenced above. The
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ACRA called for a focus on joint audits for fiscal year 2000. FDA has calied for
joint audits for 5% of the inspections assigned to States under contract for FY
2000. The Division of Federal-3tate Relations (DFSR) is working with FDA's
Southwest Region to field test a new audit form that will accompany each joint
audit. In FY 2001, the percentage will increase 1o 7%; in FY 2002 to 10%, as
resources permit. A memo to the Fieid from DFSR called for all State inspectors
to have at least one joint inspection over the next three years.

As part of the pilot audit of food inspection work being done by the State of
Oklahoma under partnership agreement, FDA auditors will observe the conduct
of State inspections and after the State inspector has completed all the reguired
paperwork, the FDA auditor will lead a discussion of the inspection with the State
inspector. The results of this pilot will help FDA design an effective
audit/evaluation program to ensure timely information and feedback is provided
to States on their inspection performance.

Page 37, Recommendation #6: FDA should enhance its internal capacities
to conduct effective oversight.

We agree with this recommendation. A well-designed and operated oversight
and evaluation system is a key element of a nationally integrated food safety
system. One way that FDA wili enhance its internal capacities to conduct
effective oversight will be through the iraining course ORA is developing for FDA
investigators, referenced above, on the process and techniques for auditing state
contracts and partnerships. The course is planned to be offered in September
2000. The goal of this activity is to enhance the system for FDA evaluations of
State inspection programs, The integration of ail the concepts discussed in this
document will help us implement an effective comprehensive oversight program
that will have the support of the State/Local agencies.

Page 39, Recommendation #7: FDA Should Increase Public Disclosure of
Its Oversight of State Food Firm inspections,

FDA has been working with the States for several years to develop a set of
standard criteria for administering a regulatory program. The result is the
“Voluntary National Retail Food Regulatery Standards”. This best practices
document has been pilot tested by several State and Local agencies and
currently is being cooperatively reviewed by the FDA, Conference for Food
Protection and the NFSS project National Uniform Criteria workgroup. Using the
retaii standards document as a template, the Agency has asked the NFSS
workgroup to work with the FDA to develop by the end of FY 2000, a template for
a State manufacturing/processing inspection program. The template includes
nine standards of best practices for a regulatory program: (a) Regulatory
Foundation; {b) Trained Reguiatory Staff, (c) Inspection Program based on
HACCP Principles; {d) Uniform Inspection Program; (e) Foodborne lliness
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Investigation and Respense; (f) Compliance and Enforcement; (g) Industry
Recognition; (h) Program Support and Resources; and (i) Program Assessment,

Using this madel, the FDA will be able to audit a State’s program not only to
insure consistency of the inspections, but of the entire structure and performance
of the State regulatory program. While it may take 24 —30 months to design,
validate, test and implement the program, the long-term results will benefit the
State and Federal pragrams as weill as enhance the oversight of the States
programs. Eventually, we will list the State programs in some sort of Internet list
that will show the public and other states the status of the reguiatory programs
implementing the regulatory standards. The types and methods of the listing will
have to be determined during development of the standards.

CONCLUSION

The States offer a valuable source of inspection coverage and expertise. An
effective food safety system depends on the collective efforts and coordination
among Federal, State and Lacal levels of government. An effective food safety
system also requires strong Federal oversight and leadership. FDA has initiated
a number of activities and plans more action in FY 2000 to address the concerns
identified in this report on FDA's oversight of State food firm inspections.

Technical Comments:
We suggest the following statement in the draft be changed:
Page 2 — “FDA Relies Heavily on State Food Firm Inspections.”

*... States conducted through contracts and pannership agreements... 1% of
food firm inspections recorded in FDA’s national database. Increasingly, these
State inspections are focused on high-risk food firms such as seafood firms.”

We suggest the following: ... 61% of food firm inspections recorded in FDA's
national database. Although traditionally States have focused heavily on
lower risk areas, increasingly, these State inspections are focused on high-risk
food firms such as seafood firms. In the first year of seafood HACCP
inspections, FDA conducted 70 % of these inspections and the States
conducted 30%. :

We suggest the following statement in the draft be changed:

Page 3 — “FDA’s reviews State Contract inspection reports lack much
rigor.”

Suggest “...reports need formal criteria.
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We suggest the following statement in the draft be changed:

Page 3 — “Under partnership agreements, FDA obtains even less
information to assess the quality of State foed firm inspections.”

Suggest “...FDA needs more information. ..”

We suggest the following statement in the draft be changed:

Page 3 - “FDA provides limited feedback to States on the quality of their
inspections.”

Suggest “FDA should provide more feedback...”

FDA Oversight: A Call for Greater Accountability 75 OEI-01-98-00400



APPENDIX M

President

R. D. {Dan) SOWARDS
TX Dept. of Health

1100 W. 49th Street
Mustin, TX 78756-3189
(512} 719-0243

FAX {512) 7190263
dan.sowards@tdh.state tx.us

President-Flect

STEVE STEINHOFF

WI Dept. of Agriculture
Box 8911

Madison, Wi 53708
(60812244701

FAX (608)224-471C
steinsb@wheel datep.
state.wi.usg

Vice-President

R. D. (Dougl SAUNDERS
VA Dept. of Agriculture
1100 Bank Street, Rm 502
Richmond, VA 23219
{B04) 786-8899

FAX {B04) 371-7792
risaunders@vdacs.state.va
.us

Secretary-Treasurer
TERENCE MACAIG
VT Dept. of Health
Env. Heaith Division
P.0O. Box 70
Burlington, ¥T 05402
(802) 863-7227

FAX (802} 863-7425
tmacaig@vdh.state.vt.us

Director of Public Policy
BETSY 8. WOCDOWARD
1238 Sedgefield Road
Tallahassee, FL 32311
{850) 878-7440

FAX {850) 878-1763
betsy_
woodward@hotmail.com

Training Director

HAMES L. SEVCHIK

8057 Highland Farms Dr.
East Amherst, NY 14051
(716) 636-0409
jsevchik@msn.com

Executive Director
DENISE C. RGONEY
Association of Food and
Drug Officials

P.O. Box 3425

York, PA 17402

(717) 757-2888

FAX (717} 755-8089
afdo@blazenet.net

Association of Food and Drug Offici

P.O. Box 3425+ York, PA 17402
Telephene (717)757-2888 « Fax (717)755-8089
E-Mail - afdo@blazenet.net

April 26, 2000

Ms. June Gibbs Brown

United States Inspector General

330 Independence Avenue, S.W., Room 5246
Washington, D.C, 20201

Re: OEI-01-98-00400
Dear Inspector General Brown:

The Association of Food and Drug Officials Board of Directors, hereinafier referred
to as AFDO, is pleased to offer comments on the Draft Report on “FDA Oversigiit
of State Food Firm Inspections™ (OEI-01-98-00400) recently requested by you and
your staff from the Office of Evaluation and Inspections.

AFDO is the 104 year old principal organization which represents federal, state, and
local govemment regulatory officials and industry associates with food safety
responsibilities throughout the U.S. AFDO’s motto is “Uniformity Through
Cooperation and Communication,” which we have been fulfilling these many years
through the development of model laws, regulations, and guidelines, and by
conducting training and education. AFDO strongly supports an adequate oversight
role for federal agencies to ensure that State program capacities produce inspections
which are equivalent to federal inspections conducted throughout the U.S.

AFDO realizes that the U.S. Food and Drug Administration (FDA), due to a lack of
capacity (current staff are needed to complete their own field assignments)}, has not
been in a position to implement an adequate oversight program to provide assurance
to those outside the agency that State inspections are indeed equivaient. Although
many States do quality inspections in a much more efficient manner than FDA, this
has not been adequately documented. In this respect, AFDO believes that for the
most part the Draft Document prepared by the Office of Inspector General’s Office
of Evaluation and Inspections is on target.

AFDO agrees that adequate training in auditing and evaluations is necessary for both
FDA staff engaged in this activity, as well as State program personnei who must
assure both FDA and their own legislatures that inspections are of geod quality and
equivalent to those conducted by their federal counterparts. AFDO agrees that FDA,
the States, and those outside the agencies need such assurances. FDA auditors must

104th ANNUAL CONFERENCE *june 17 - 21, 2000 * Burlington, VT

als

FDA Oversight: A Call for Greater Accountability

76

OEI-01-98-00400



APPENDIX M

President

R. D. (Dan) SOWARDS
TX Dept. of Health

1100 W, 49th Street
~ustin, TX 78756-3189
(512} 7190243

FAX (512} 719-0263
dan.sowards@tdh.state.tx.us

President-Elect

STEVE STEINHOFF

Wi Dept. of Agriculture
Box 8911

Madison, Wi 53708
(60832244701

FAX (608)224-4710
steinsb@wheel.daicp.
stale.wi.us

Vice-President

R. D. (Doug SAUNDERS
VA Dept. of Agriculture
1100 Bank Street, Rm 502
Richmond, VA 23219
(804) 786-8899

FAX (804) 371-7792
risaunders@vdacs.state.va
s

Secretary-Treasurer
TERENCE MACAIG
VT Dept. of Health
Env. Health Division
P.O. Box 70
Burlington, VT 05402
(802) 863-7227

FAX (802) B63-7425
tmacaig@vdh.siate.vi.us

Director of Public Policy
BETSY B. WOODWARD
1238 Sedgefield Road
Tallahassee, FL 32311
850) 878-7440

FAX {B50) 878-1763
batsy_
woodward@hotmail.com

Training Director

JAMES L. SEVCHIK

8057 Highiand Farms Dr.
East Amberst, NY 14051
{716} 636-0409
jsevchik@msn.com

Executive Director
DENISE C. ROONEY
Assoctation of Food and
Drug Officials

P.QO. Box 3425

Yark, PA 17402

{(717) 757-2838

FAX (717) 755-8088
afdo@blazenet.net

FDA Oversight: A Call for Greater Accountability

Association of Food and Drug Officials

P.O. Box 3425« York, PA 17402
Telephone (717)757-2888 -« Fax (717)755-3089
E-Mail - afdo@blazenet.net

be able to demonstrate good audit technique (good judgement and excellent
diplomatic skills), as well as program knowledge to be able to perform a fair and
accurate evaluation, communicate it well, and convey a sense of confidence in a
State’s ability to make any recommended improvements to its food safety system.

AFDO also agrees that any audit inspections conducted by FDA should be joint
audits rather than the independent audits that are typically used to “catch” mistakes
rather than correcting deficiencies. Joint inspections have worked well in the past,
both between FDA and the States, and the States and locals, especially for training
purposes. This helps to ensure uniformity. The States welcome any opportunities
to document that our inspections are equivalent, as well as opportunities to improve.
We wholeheartedly agree that*....State inputinto developing the guidance document
for on-site audits....” should necessarily be a part of the overall plan.

AFDO believes that the OIG should utilize the draft documents prepared by the
National Food Safety System (NFSS) Roles and Responsibilities Work Group on
“oversight” and “uniform standards” as a template for federal oversight of State
programs. These documents have been forwarded to the federal agencies involved
in the NFSS activities under the President’s Food Safety Initiative.

Although AFDO supports the OIG’s intentions and the overall goals presented in the
document, we have a number of concerns.

First, we believe that FDA has not issued contracts and partnerships with States who
do not provide quality inspections which are equivalent to those conducted by FDA
investigators. Although documentation and oversight may appear sparse, FDA
District staff are quite familiar with the personnel and the abilities of the various
State programs with which they have contracts and partnerships. Further, many of
these same state program personnel are commissioned by FDA and therefore conduct
Jederal inspections - not merely state contract inspections. Consequently, the
problem may involve a lack of documentarion that the inspections are equivalent,
rather than equivalency itself.

Under the current system, FIDA receives a large capacity for inspections at a very
cheap price by federal standards. For an oversight system to have any sigmficant
leverage with the States, there will have to be significant incentives for States to do
all of the things the OIG recommends in the Draft Report. Building and maintaining
adequate training systems, coniinuously providing key inspection and performance
data, performing and reporting inspections in a standardized way, and making
program improvements reconunended by FDA as a result of audits may be essential
elements for evaluating the adequacy and equivalence of a State program, but these

2
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requirements will be neither easy nor cheap for the States. For such an oversight
system to be feasible and palatable for the States, the FDA will have to investin a
system that assists States in building a standardized systemn and rewards them for
maintaining and improving their programs within boundaries negotiated with FDA.
FDA pays for contracts, but most of the leveraging involves partnerships, which FDA
receives for next to nothing. Without incentives the States may chose not to
participate rather than accept additional reporting requirements.

AFDO also does not believe that the OIG can adequately compare State and federal
inspections based upon the number of hours per inspection, the classification of
inspections, or the number of days spent in training. Although a two hour inspection
of a large food processor might be suspect, one might also question the necessity of
spending 30 or more hours to conduct the same inspection as does FDA. The
efficiency with which many States conduct inspections is unparalleled. Most utilize
laptop computers during the inspection, thereby printing the FD-483 form along with
other forms (detention, destruction, etc.) before the closing conference with
management. The body of the report is ofien completed at the end of the inspection
rather than over several days back in the office from notes taken during the
inspection. Copies of labels are scanmed and submitted electronically to the office,
and the reports are often submitted electronically.

Further, some States require investigators to have the previous inspection report on
disk so that the previous inspection report can be updated, rather than duplicating the
collection of information that has not changed from one inspection to the next.
Therefore, in AFDO's opinion most State inspections are more than adequate and
time should not automatically reflect negatively on the quality of the inspection.

AFDO is also aware that FDA’s reliance on the States to conduct many food
inspections has often been due to the fact that, as OIG points out, FDA has for many
years utilized its own field staff to conduct drug, device, and biologics inspections.
Most FDA personnel hired during the fast 15 years are able to chose which area of
regulation they wish to specialize in. In some cases this has created a situation
where there are few FDAers in some Districts who have expertise in foods. There
have always been some FDAers in the Districts who have continued to work in the
area of foods, but the numbers have dwindled. AFDO suspects that in certain areas
at least some of FDAs institutional memory (longtime expertise) may have beern lost.
We mention this becanse it is important to note that in some instances the States have
more expertise in foods than does the FDA District which would be engaged in
oversight and audits. Therefore, depending upon who the FDA auditor is, the joint
audits may point out that the federal investigator has less expertise that the State
investigator. In order for an oversight mechanism to work, FDA must improve its
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own capacity for qﬁality food inspections, and this requires dollars from Congress
and time for training.

Many State programs pride themselves on not only the quality of their inspections,
but also on the breadth of the knowledge of their investigators. As an cxample, a
number of States have ensured throughout the years that their field investigators have
an excellent working knowledge of food labeling, including the application of the
Nutrition Labeling and Education Act and Dietary Supplement Health and Education
Act requirements; whereas, FDA does not expect their own field investigators to
have a good working knowiedge of these regulations, depending instead on the
compliance staff in the Districts to analyze food labels. In fact, FDA investigators
are discouraged from listing food labeling violations on the FD-483 unless the
investigator is certain of his judgement. Many States would reject inspection reports
which did not include labeling review/violations as deficient or incomplete.

Based upon these and other comments from AFDO Board members, we question
whether all FDA Districts are currently in a position to adequately judge the quality
and uniformity of State inspections and the capacities of State programs. This is not
to say that State programs would not benefit from better FDA oversight. We firmly
believe in oversight and the need for such oversight to document for all, including
Congress and consumer advocates, that contract and partnership dollars are being
well spent. Therefore, this begs the question, “What should such an oversight
mechanism look like, and where do we begin?”

AFDO has previously mentioned the need for OIG to utilize the oversight document
prepared by the NFSS Roles and Responsibilities Work Group. This is not to say
that OIG’s comments do not have merit. Both FDA and State program personnel
should have additional training in auditing and program evaluation. Both agencies
shouid conduct more joint inspections, which many years ago used to be the rule, not
the exception, At the same time, AFDO cautions that only extremely well trained
individuals, who know ail of the ins and outs of a particular type of inspection
(acidified foods, low acid canned foods, etc.), should attempt to engage in a joint
audit inspection where the sole purpose is to “improve” the State program only. We
are also not convinced that a single audit inspection of a State investigator every three
years will provide much in the way of significant information on the State inspection
program. We strongly believe that programmatic oversight is much more important
than audit inspections. In other words, OIG’s outline of an adequate audit
mechanism should begin with a look at a State’s capacities, laws, regulations, and
abilities, rather than the inspections. Further, investigator certification should be a
requirement for both FDA and State personnel.

104th ANNUAL CONFERENCE ® june 17 - 21, 2000 * Burdington, VT

FDA Oversight: A Call for Greater Accountability

79

OEI-01-98-00400



APPENDIX M

President

R. D. {Dan) SOWARDS
TX Dept. of Health

1100 W. 49th Street
Austin, TX 78756-3189
{512) 719-0243

FAX (512) 7190263
dan.sowards@tdh,state.tx us

President-Elect

STEVE STEINHOFF

W1 Dept. of Agricuiture
Box 8911

Madison, W1 53708
{608)224-4701

FAX (608)224-4710
steinsb@wheel.datcp.
state.wi.us

Vice-President

R. D. (Doug) SAUNDERS
VA Dept. of Agriculture
1100 Bank Street, Rm 502
Richmond, VA 23219
(804} 786-8899

FAX (804} 371-7792
risaunders@vdacs,state.va
us

Secretary-Treasurer
TERENCE MACAIG
VT Dept. of Health
Env. Health Division
P.O. Box 70
Burlington, VT 05402
{802) B63-7227

FAX (B02) 863-7425
tmacaig@vdh.state.vi.us

Director of Public Policy
BETSY 8. wOODWARD
1238 Sedgefield Road
Taliahassee, FL 32311
(850) 878-7440

FAX {850) 878-1763

betsy_
woadward@hotmail.com

Training Director

TAMES L. SEVCHIK

8057 Highland Farms Dr.
East Amherst, NY 14051
(716} 636-0409
jsevchik@msn.com

Executive Director
DENISE C. ROONEY
Association of Food and
Drug Officials

P.O. Box 3425

York, PA 17402

(717) 757-2888

FAX (717) 755-8089
afdo@blazenet.net

Association of Food and Drug Officials

P.O. Box 3425« York, PA 17402
Telephone (717)757-2888 - Fax {717)755-8089
E-Mail » afdo@blazenet.net

AFDO is also concerned with OIG’s comments on contracts and partnerships with
respect to the benefits they provide to both FDA and the States. OIG appears to view
these merely as inspections that the States would otherwise conduct under their own
laws and regulations. In a vacuum this is true. Nearly all of the States would indeed
continue to conduct inspections irrespective of contracts and partnerships. However,
the Federal Managers Financial Integrity Act (FMFIA) requires the States to subtract
any fees for licenses or permits they collect for their state inspections before
determining the costs FDA is to pay for the inspections. [nmany cases these fees the
states collect do not pay the actual costs of the inspections. In fact, some states either
have no license fees or the fees are minimal ($25.00 in some cases). Therefore, many
States rely on the contracts as a mechanism to recover their full costs of conducting
the inspections. Many states do not have enough resources to inspect their entire
inventories and therefore rely on the contracts to supplement their travel funds, or
purchase computers or equipment related to inspections. Funding of these essentials
is quite limited in a number of States.

Further, parterships are not limited only to inspections. They also inciude sampling
(which in some States would not eccur if it were not for the parthership funds from
FDA), recalls, recall effectiveness checks, and so forth. The OIG Draft Report also
does not address the huge successes of a number of the “other than inspection”
partnerships. For example, the recails conducted by the New York Department of
Agriculture and Markets amounted to over 84 percent of all of the food recalls
classified by FDA in the New York District (69 of 82 recalls).

The OIG Draft Report also does not mention that two types of FDA
contracts/partnerships already have built-in inspection performance standards. These
include low acid canned foods/acidified foods and seafood processors. Again, some
States conduct these inspections using the FDA commissioning process whereby the
inspections are literally FDA inspections and not State inspections. In these
instances the State is utilizing federal laws and regulations and federal authority to
conduct the inspections, rather than relying on state laws and regulations.

Also, FDA already requires that all inspection data needed to capture the results of
State inspections {contracts and partnerships) into the FACTS system is included in
the State inspection reports or in summaries. Further, entry of the information into
FACTS takes an additional 0.5 to 2.0 hours per inspection. This is time taken away
from State and FDA persoannel who would otherwise be conducting additional
inspections. Consequently, the additional cost of data entry must now be built into
the contracts. Although this was a part of the OIG Draft Report (data entry into
FACTS), the FACTS system has been utilized for this purpose for less than a year,
even by FDA. FACTS was previously utilized only for sample data entry. Alse,
access to the FACTS system requires security clearance and the purchase of many
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additional rights to the software, which thus far FDA has not been abie to fund.
Therefore, data entry often requires both the FDA investigator and the State
investigator to sit down side-by-side at the computer in order to get the information
entered into the system. To reduce or eliminate this problem, FDA needs to funding
to create a system which promotes uniformity in inspection reports and which can be
utilized by both FDA and the States to directiy input the data electronicaily, rather
than having o expunge the data FDA needs from the State reports. Again, financial
and other incentives must be forthcoming to the States to encourage them to take
advantage of such a system.

Although OIG is correct in its assessment of the lack of documented oversight of
coniracts and partnerships with the States, and the need for such oversight, contracts
and partnerships are the only current mechanisms (besides “work sharing™) FDA has
to capture the inspectional and sampling data from the States. Today’s funding of
both federal and State inspection programs dictates that we must leverage our
resources in order to ensure that high and medium risk establishments receive
adequate inspectional coverage. AFDO has long advocated the use of contracts,
parinerships, memoranda of understanding, and work share apreements to assist FDA
in the completion of their annual work plans, and to ensure that gaps and duplication
in the system are eliminated. With the exception of the addition of adequate
oversight of these programs, AFDO does not see a rationale for changing the basic
system. The States need resources such as funding for travel, laboratories to analyze
samples, training, and equipment; while FDA needs the States to complete
inspections and collect samples. No proposed system should require duplication of
these activities.

The Draft Report states that variations in State laws and regulations and inspection
practices add complications, costs, and frustrations for food firms engaged in multi-
state commerce. Although AFDO agrees to a point that some noe-uniformity exists,
most of the non-uniformity exists among local regulatory jurisdictions and not among
State jurisdictions. Contract and partnership inspections have long been one way of
ensuring a certain amount of uniformity in both practice and regulation. FDA does
not accept inspections that are not conducted utilizing state regulations alone that are
not in conformance with the Federal Food, Drug, and Cosmetic Act and the
regulations promulgated thereunder. For example, States which conduct seafood
HACCP inspections and which have not adopted FDA regulations as State
reguiations are required to conduct these inspections utilizing their federal
commissions rather than under “parimerships” using any non-uniform state
regulations. AFDO fuily supports uniformity of laws and regulations and has
consistently advocated this for many years, including in our official comments to the
President’s Council on Food Safety Draft Strategic Plan.
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Also with respect to the uniformity issue, AFDO is concerned that the OIG’s Draft
Report does not adequately address the issue of kow the FDA and the States can use
the resulis of the oversight and aqudit mechanism (o improve uniformity. It is not
enough to merely identify problems and non-uniformity, but there must be
mechanisms and incentives to directty address and correct the problems. A program
must be developed to accomplish this in confunction with the development and
implementation of the oversight and audit process. Considerable thought by both
FDA and the States is needed in advance.

AFDOQ is also concerned with the OIG’s recommendation that consumer groups be
one of the judges of the successes and failures of the inspections conducted by States.
During the past several years at least one consumer advocate has repeatedly
represented that many inspections conducted by the States are “inadequate” and
“subject to local politics,” which are generalizations that do not fit all situations. The
same group also repeats the fact that FDA inspects firms only once every ten vears
on average, without acknowiedging that the States may be inspecting these facilities
twice every year. On the other hand, AFDO believes that consumer advocates should
be consulted regarding what elements they consider to be essential to an adequate
oversight program that would satisfy their concerns, Further, they should have access
to the results of the inspections. We cannot operate in a vacuum and expect
consumers to {rust in our inspectional results,

AFDO also does not agree with the comment that “...Industry representatives have
expressed concern that an even greater reliance on State inspections such as under a
nationally integrated regulatory system could magnify the existing complications and
costs.” Both the National Food Processors Association and the Grocery
Manufacturers of America are on record as supporting AFDQ’s vision of a fully
integrated food safety system. That system, as visualized by AFDO, includes
adequate oversight by FDA. At the same time, industry is also on record in support
of contracts and partnerships because these agreements eliminate the need for
muitiple inspections of their facilities. AFDO believes that an oversight system that
includes clear, scientifically sound, practical, and fair expectations regarding
performance of the States, coupled with performance incentives, should allay any
fears industry may have expressed to OIG! AFDO also encourages industry input
into what such a system should entail.

In conclusion, AFDO believes that many of the proposals found in the OIG Draft
Report have merit, especially where FDA oversight of both contracts and
partnerships is concerned. At the same time such mechanisms should not be overly
burdensome to either party. An oversight mechanism should be flexible enough to
ensure equivalence of federal and State programs and inspections without diverting
too many resources away from essential activities. OIG should advocate for more
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human resources for FDA so that FDA is indeed in a position to fill any void that
might exist if'when a state falls short and cannot meet the equivalency criteria. FDA
will also need additional resources to provide the training necessary to keep FDA and
State/local investigators at the cutiing edge of new technology and regulation.
Incentives must be provided to the States to encourage continued participation.

Oversight should be a shared responsibility between FDA and the States. Before any
oversight plan is initiated, the States should be consulted and the plan mutually
agreed upon. The plan must include mechanisms which allow for flexibility to
ensure that the oversight is the least burdensome possible for both agencies when
quality inspections, equivalency of programs and inspections, and uniformity can be
easily documented. The plan must also recognize that in some cases the quality of
State inspections may exceed the quality of FDA inspections, and thai audit
inspections should address both sides of the issue. Both FDA and State investigators
should be certified to conduct the various types of inspections. The oversight tool
should also establish procedures that both FDA and State training and auditing
personnel should follow. The OIG and FDA should utilize the documents produced
by the NFSS Work Groups as a template. Further, we firmly believe that AFDO is
the appropriate national organization with which FDA should consult to obtain State
input into the development of a proposed oversight and auditing document.

Finaily, it is AFDO’s hope that in the near future Congress will supply FDA with
ample long-term funding for leveraging with the States. Building State capacities in
a more permanent fashion can only improve food safety in the U.S. and will go a long
way towards facilitating the oversight process recommended by OIG.

AFDO wishes to thank the Office of the Inspector General for the opportunity to
comment on the Draft Report and offer potential solutions from the point of view of

the States.

Respectfully submitte

AN fees

R. D. (Dan) Sowards
President
Association of Food and Drug Officials

ce: AFDO Board of Directors
AFDQ Office
OIG Office of Evaluations and Inspection
FDA Center for Food Safety and Applied Nutrition
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May 2, 2000

June Gibbs Brown

Inspector General

Department of Heaith & Humam Setvices
Office of Inspector General

Washington, DC 20201

Dear Ms. Brown:

The Nationa] Food Processors Agsociation (NFPA) appreciates the
oppettunity to comment on the Inspector General's Report, "FDA Oversight of
State Food Firm Inspections: A Call for Greater Accountabitity.”

NFPA is the voice of the $460 billion food processing industry on scientific
and public policy issues involving food safety, mutrition, technical and
regulatory matters and consumer affairs. NFPA's three scientific centers, itg
scientists and professional staff represent food industry interests on
government and regulatory affairs and provide research, technieal services,
education, communications and crisis management support for the
association’s U.S. and international members. NFPA's members produce
processed and packaged fruit, vegetable, and grain products, meat, poultry,
and seafood products, snacks, drinks, and juices, or provide supplies and
gervices to food mannfacturers.

NFPA shares the Department of Health and Human Sefvices’ concems
regarding accountability in the food inspection system. NFPA notes that the
United States continues to enjoy a food safety record that is unparalleled.

This continuing record is due not only to inspection and oversight but also to a
substantial voluntary effort by the food industry, As the Department moves
forward with many of the recommendations in the Report, it should be kept in
mind that industry must be a partner in these efforts. Despite a continuing
record of achievements in producing safe food, current FDA budgetary
priorities and the resonrces available for performing inspections warrant a

thorongh review,

NFPA notes that while it is a common perception, even among those in
industry, to view food safety and food inspections as mostly a federal
govemment activity, most inspections continue to be conducted by state and
local health officials. This is due to the wide diversity of the food industry
and the fact that the majority of food firms do not conduct business via
interstate commerce, but rather are intrastate only. This fact leads us to

. POLICY . COMMUNICATION =

EDULCATION
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conclude that FDA must continue to work with states and must continue to provide leadership,
training and certain resources in order to promote a uniform system of food inspection.

NFPA has reviewed the recommendations contained in your repori and we are in agreement with
many of these recommnendations. We do not, however, agree that FDA needs additional legal
anthoritics, as the current authorities appear to have served weil in assuring a continued safe food

supply.

Regarding the specific recommendations in your Report, we agree that oversight to assure
uniformity is of paramount importance. However, we view the need for oversight even more
broadly than is addressed in your Report. We agres that FDA shouid provide auditing of state
programs and audits conducted by state inspectors in a coordinated fashion through the FDA
District offices to promote uniformity. It has been our experience however that there is a
continuing issue regarding wniformity between FDA districts, which may be perpetuated by
leaving the audit function strictly within-district. We view the audit function not only as heiping
1o assure uniformity between states and the federal government, but between units of the federal
government as well. Thus, we suggest that 2 review function ba established within the Food and
Drug Administration to provide for greater gversight of its own inspectors and audits. This will
help assure uniformity on a national basis, while at the same time implementing “standards” for
inspections that arc being developed through the National Food Safety System to assure
uniformity between state and federal inspections, ,

As a closely related matter to inspection uniformity, we also agree with the need for the
development of uniform standards, not only for conducting inspections and audits of food firms,
but standards for other functions to be conducted by regulatory agencies. We applaud the FDA's
leadership in initiating efforts to develop such standards through efforts of thase involved in
devetoping the “Nationai Food Safety System.” These standards should cover such items as
agency record keeping criteria, information reporting, laboratory sample handling and analysis
and other arees in addition to inspections, Ifthese finctions achieve some standardization and
are supported by uniform auditing, many of the problems referred to in your Report regarding
data handling, reporting ete. can be minimized. Cumrent problems related to reporting by states
and lack of fecdback from FDA may be linked to the lack of uniformity in reporting format.
Such non-uniformity requires much more time to analyze information to develop feedback.
NFPA feels this situation could be ajleviated to a certain degree by instituting 2 uniform system
of reporting.

We also agres with the recommendation contained in your report regarding uniform training and
for providing oversight and evaination. FDA should play a leadership role in this regard and
should also evaiuate its own level of training through the establishment of standard criteria and
certifications. The Agency should also avail itself of the many courses and training methods
developed by industry. As we have learned through our experiences with HACCP for seafood,
there appears to be great benefit in training government inspectors and industry together.
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Finally, we agree that FDA should draw on external sources of information in assessing
inspection performance. While the recommendation in your report is specific to state inspection
performance, as we noted earlier, we consider uniformity to be a more globaily important matter.
Thus, we respectfully suggest that feedback from industry, consumer groups and others should
address not only state inspections, but federal inspections as well. NFPA believes this process of
developing auditing standards and standards for federal and state regulatory agencies should be
an open and trangparent process involving feedback from interested constityent groups. To date,
the effort to develop a “National Food Safety System” has been closed to all but government
representatives. NFPA looks forward to the time when this system can be more open such that
all stakeholders can participate in development of these concepts.

K4
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May 9, 2000

Ms. June Gibbs Brown

Inspector General

Office of the U.S. Inspector General
330 independence Ave., SW

Room 5246

Washington, DC 20221

Dear Ms. Brown:

| have been asked by Richard Gutting, President of the National Fisheries
Institute (NFI), to review your draft report entitled, "FDA Oversight of State Food
Firm Inspections.” On behaif of Mr. Gutting and the NF! organization | wish to
thank you for the opportunity to comment on the draft.

For your information, the NFt is the largest, non-profit trade association
representing the U.5. fish and seafood industry. NFI's mission is to ensure an
ample, sustainable, and safe supply of seafood for consumers and cur members
include fishing and aquacufture companies, processors, importers/exporters,
wholesalers/ distributors/retailers, brokers, restaurant/foodservice operators and
members of ailied support industries.

Most of our member firms are defined as either "fish processors” or "fish
importers” under 21 CFR Part 123 Fish and Fishery Products (FDA HACCP
Inspection Program). Therefore, a large number of these companies are subject
to inspection by state agencies under contract or partnership arrangements with
FDA. It is with this perspective that we submit the following comments and

- observations about the report.

The stated purpose of the report is to assess the Food and Drug Administration's
oversight of food firm inspections conducted by states through contracts and
partnership agreements. The report correctly identifies these contractual and
partnership agreements as critical to the successful impiementation of FDA
inspection obligations. NFI members confirm that, in some localities, they are
more likely to be inspected by State food and heaith agencies than FDA.

The report finds that FDA's heavy reliance on State inspections is a concemn
under the current practices and policy and may undermine consumer angd trading
partner confidence in the uniformity of U.S. food standards and enforcement
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efforts. The report notes that under contracts and partnerships FDA obtains
minimal information to assess the quality of State food firm inspections, provides
limited feedback to States on the quality of their inspections and provides limited
feedback to the public regarding its oversight of contracts and partnership
agreements, |n addition, the report notes that FDA faces significant barriers in
overseeing States.

NFl is impressed with the report's comprehensiveness and the quality of
analysis. NF| agrees with many of the observations concerning FDA's oversight
of State contract and partnership inspections and agrees with many but not all of
the recommendations in the report. The following comments regarding the
findings and recommendations in the report are organized and presented by
section beginning with "The importance of Qversight.”

The Importance of Oversight

This section discusses the growing reliance of FDA on State inspections and
notes that this reliance plays an important role in reducing regulatory duplication
among Federal and State food safety efforts and extends FDA's inspection
coverage. it has been NFI's observation that in many instances the State
inspection capability to conduct inspection of high risk foods meets or exceeds
that of FDA, therefore, it would be incorrect to conclude that this trend is
necessaily alarming or problematic. As noted later in the report, this reliance is
acceptabie provided that inspector training and oversight is adequate. Both State
and Federal inspection persennel need adequate training and oversight to
maintain competency.

NFI takes issue with the categorization of seafood, in general, as a high-risk
food. The report notes that FDXA has not defined the term "high risk food firm®,
so, in the absence of a definition, defines high-risk food firms as those invoiving
food products or processing technologies that have a higher potential for
contamination. Historically, FDA has divided seafoods in to high and low risk by
the intended use of the product after it is processed and packaged {i.e. products
that are cooked befors consumption versue those consumed without a terminal

" cook) as well as by the likelihood of contamination. Therefore, we believe that
many seafood products are low risk by this definition.

Another observation and concern raised in the report is that variation exists
ameng State inspection programs regarding: inspection classifications,
enforcement authorities, inspection authorities and reguiations, inspector
education and training requirements and hours per inspection. NF| agrees that
deficiencies in inspection and enforcement authcrity and inspector training and
education should be addressed and, where necessary improved, because they
could potentially efiect the consistency of inspections conducted on behalf of
FDA. However, we do not believe that differences in inspection ciassification
reflects on the adequacy of inspection but acknowiedge that it could make
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comparison of inspection results between States and FDA difficult. The number
of hours per inspection is not an accurate barometer of inspection quality or
comprehensiveness, since it varies from industry to industry and between types
of operations.

The Seafood HACCP regulation is used to illustrate the IG's concems over the
variation in State inspection authorities and regulations. However, the example
provided does not reflect a variation in authority or regulation. Rather it is an
example of differences that can cccur in the interpretation of regulations.

Specifically, the report notes that a discrepancy occurred between FDA and a
State with respect to the enforcement of controls for the potential hazard of food
allergens. The seafood HACCP regulation is relatively new, hence, the inspection
agencies and industry are still refining their knowledge about HACCP and its
application to seafood. As a resuit, the guidance on hazard analysis and controi
measures for significant hazards is evolving. FDA had not previously identified
allergens as a potential hazard in their official guidance document, entitled the
"Fish and Fishery Products Hazards and Controls Guide.” Therefore, many
seafood operations did not initially identify allergens in their hazard analysis,
Likewise, State agencies, using the same FDA guidance document, wera not
inclined to regulate allergens as significant hazards in a HACCP plan. FDA
policy on food allergens has recently evolved and the agency now believes it is a
hazard that should be controlled in @ HACCP plan if it is reasonably likely to
occeur. Therefore, this incident resulted from a change in policy rather than a lack
of State authority or regulations.

Regarding State inspector training and education, the report notes that FDA is
creating a certification program for its seafood HACCP program. NF! member
firms have expressed frustration with inconsistency in inspection scrutiny and
interpretation of HACCP regulatory policy. Therefore, we applaud and encourage
this effort and believe it is necessary to minimize inconsistency in inspections
between inspectors, areas of the country and between Federal and State
agencies. Although we believe the certification program can be introduced on a
voluntary basis, we would like it to become mandatory in the future.

The report notes that U.S. trading partners have raised concerns about the lack
of uniformity between States and FDA. In this context, NF[ agrees that
discrepancies should be corrected for plants and products that are involved in
exportatioh. Products that are produced solely for instate consumption should not
be a concern to foreign governments.

The report discusses import inspection by State agencies but NF| does not
believe that States are conducting imported seafood inspections at point of entry.
To our knowledge these inspections are conducted entirely by the FDA, with the
possible exception of molluscan shellfish which is reguiated under a cooperative
program between FDA and the States. Import inspection by the States shouid be
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aflowed only when a State agrees to sample and test for violations following FDA
gundelines the laboratories show adequate proficiency and inspection personnel
receive adequate training.

Findings

The report finds that FDA's oversight of State food firm inspections is limited.
Specifically noted are the following: on-site audits have declined, on-site audits
pravide limited basis for assessing the State performance, reviews of contract
inspection reports lack rigor, FDA rarely seeks input from external sources to
evaluate State performance. These observations reflect, in large part, the
declining resources of FDA. It is understandable, although not necessarily
supportable, that FDA District personnel see audits as duplicative and a iow
priority given-they're many and varied rasponsibilities.

NF1 agrees with the IG recommendation that FDA should shift away from
conducting independent audits after State inspections oceur. Such an approach
is duplicative, frustrating to processors and of little value to FDA and the States.
During independent audits, FDA auditors are not evaluating conditions of the
plant at the same time so comparisons of inspection ocbservations are imperfect
at best. When audits are performed in conjunction with a State inspection, both
the auditor and inspector will benefit from an exchange of ocbservations and
assessments of the plant, The on-site dialogue is perhaps that most useful
element of the audit.

Regarding the lack of input from external sources, FDA should utilize processor
evaluations to gather additional insights on the effectiveness of contract and
partnership inspections. Firms can provide extensive observations to augment
the limited number of FDA audits.

The IG is particularly critical of partnetship inspections, saying that FDA lacks the
ability to adequately direct, evaluate and critique these inspections, States are
left to utilize their own authorities and regulations and audit frequency is
insufficient, We agree in part with these observations, however, we agree also
with the comment made by the FDA that the State partnerships are predicated on
a recogniticn of equivalence between FDA and the State programs. it is
reasonabie to provide less oversight for inspection programs that have, at least,
equivalent authority, regulation, and capability to impiement the program
effectively. Unfortunately, there is insufficient information to evaluate whether
FDA Is doing an adequate job of establishing equivalency prior to entering into
the partnerships. NFi supports the establishment of a minimum number of audits
under State contracts and partnership agreements as is done in the seafood
HACCP program. The level of frequency should be adjusted up or down
depending on performance.
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NFI shares the IG's concern about the limited level of scrutiny afforded the Stats
inspection reports and lack of feedback provided to the States. However, NFl is
concerned about how much pubiic disclosure is needed regarding State’
partnerships and contracts. We believe that the State inspections should be
conducted as consistently and effectively as FDA inspections, If the inspections
are conducted competently, consistently and effectively, it matters kttle what
agency is conducting them. It would be commendable to provide the public with
information on which States have inspection agreements with FDA and what
type of inspections the States conduct. However, providing detailed information
about the number and outcome of inspections would be counterproductive
without an opportunity to place the data in the proper context. Information on
FDA Inspections, irrespective of who conducts them, has never been easy to
access. The FOI Act has always been the avenue to request detailed information
of this type.

Recommendations

The report offers a seties of seven recommendations to improve FDA oversight
of State inspections:

1. FDA should work with States to achieve basic equivalency in food safely
standards and laws and in inspection programs and practices.

The recommendation is logical and should serve to form a more solid foundation
for agreements. Although we caution that the concept of equivalency is
problematic and can become a barrier to estabiishing relationships if the criteria
is too rigid. "Equivalent * should not be interpreted to mean *identical® for the
purposes of evaluating inspection authorities, regulations and implementation
strategies. Moreover, a lack of equivalency should not necessarily preclude the
ability of States and FDA to enter into agreements, albeit on a prescribed limited
basis or, perhaps, with an increased level of oversight. The report identifies
possible models to assist in the establishment of an equivalency policy. The
Interstate Shellfish Sanitation Program should be added to this list.

NFI agrees with the IG's recommendation that equivalency be phased cautiously
and the believes the concept of a pilot audit as a mechanism to foster in
equivalency concepts is sensible.

2. FDA should devote high priority to improving its on-site audit mechanism for
evaluating the effectiveness of State inspections.

NFI supports recommendations 2a, 2b and 2c. With respect to 2¢, we believe
FDA should determine the frequency of State audits on the same basis they
should for seafood processor inspections. The base line should be established
by conducting a study to determine the effect of audit frequency on .audit
outcome (i.e. perfermance). This would theoretically establish the minimum audit
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frequency needed to attain and maintain a given (minimum acceptance) leve! of
performance. Once a base line is established, frequency should be adjusted
based upon performance over time.

3. FDA should require that States routinely provide FDA with standardized
information on the inspections that they conduct.

NFI agrees with recommendations 3a and 3b.

4. FDA should draw on multiple external sources of information in assessing
State inspection performance.

As noted earlier, NFI concurs with the recommendation that FDA solicit industry
evaluations. If FDA ability to solicit this information is encumbered by the
Paperwork Reduction Act, it should utilize State agencies and trade associations
to assist it in collecting this data. NFI would be interested in cooperating with
FDA on such a data collection effort for seafood inspections.

5. FDA sheuld provide substantive and timely feedback to States on their
inspection performance,

NF] agrees with recommendations 5a, 5b and 5¢.
6. FDA should enhance its internal capacities to conduct effective oversight.

NFI agrees with recommendations 6a through &c but disagrees with 6d. In
recommendation 6d the G says that FDA should seek broader enforcement
authorities. The report notes that many States have broader authorities than FDA
and assers that this complicates progress toward national uniformity and hinders
Federal oversight because it contributes to FDA dependence on the States.

FDA's existing authorities should not create difficulty with uniformity since FDA's
authorities, regulations and policy will serve as the benchmark for agreements
with the States. As we mentionad earlier, equivalence should not be interpreted
as meaning identical. The fact that many States have broader authority than FDA
should be considered a plus for States and place them above the baseline with
respect to equivalency.

We do not'believe that FDA's inspection activities are compromised by over
reliance on State authorities, FDA has generally received adequate support for
embargoes and other actions when they have needed assistance from the States
with embargo authority, FDA is capable of ebtaining injunctions when necessary
and can arrest violative gocds with a court order. FDA should not aliow its ability
to oversee inspection activities to be compromised because some States have
broader authorities than it does. If this issue becomes a consistent barrier to
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maintaining an effective and enforceable inspection agreement than FDA should
terminate the agreement.

7. FDA should increase public disclosure of its oversight of State food firms
inspections.

As previousiy noted, NFi would support limited increases in the disclosure of
State inspection information but is concerned about the possible
misinterpretation or misuse of detailed inspection results.

In closing, we wish to commend the IG for providing an insightful report on FDA
oversight of State inspection agreements. The analysis is thorough and the
recommendations are, with a couple of noted exceptions, reasonable, rational
and adaptable, given adequate resources. The latter subject, namely the
allocation of additional resources is an area the report failed to address. Most of
the {G's recommendations will be difficuit to implement without a commitment of
additional personnel and funding. The IG should consider adding to the report a
concluding comment about the ability of FDA to implement its recommendations
given its existing resources.

Thank you again for the opportunity to review and comment on the report. !
would like to request a copy of the final document when it becomes available.

Sincerely,

(RbaT 0Tl

Robert L. Collette
V.P of Science and Technology
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Center for
Science in the
Public
Interest

Fuisterof wRsprition Action Healthletter

May 1, 2000

June Gibbs Brown

Inspector General

Department of Health and Human Services
Washington, D.C. 20201

Dear General Brown:

Michael Jacobson, Executive Director of the Center for Science in the Public Interest
(CSPI), asked me to review your report entitled DA Oversight of State Food Firm Inspections:
A Call for Greater Accountability. This report is excellent, and provides important new
information on how the Food and Dmg Administration is managing its inspection
responsibilities.

CSPI strongly supports your recommendation that FDA reevaluates its reliance on
partnership agreements as a mechanism for conducting inspections. However, we think your
recommendations should go further. We are concerned that FDA has turned over 61% of its
tesponsibility for inspections to the states. This strikes us as an inappropriate reallocation of
duties from the federal to the state governments. Rather than embracing this transfer, the report
should critically evaluate whether this reallocation is appropriate.

State, county and local governments currently have major food-safety responsibilities for
restaurant and all retail operations. These responsibilities extend to nursing homes, hospitals,
schools, and day care centers, which serve the consumers at highest risk of serious or life-
threatening food poisoning. Yet, CSPI's research suggests that many state and local
governments have not adopted even basic food-safety standards, like cooking and refrigeration
temperatures. (See Dine at Your Own Risk, at www.cspinet.org/reportsidineathtmi) Therefore, we
urge that your report recommend that FDA reviews the status of stateflocal oversight of
restaurants and retail food service prior to comtracting with the state to conduct food safety

inspections.

Secondly, CSPI is concemned that state governments let politics and economics get in the
way of “arm’s length” regulatory oversight. As an example, state governments in shellfish
producing states have regulated the shellfish industry for years. Due to the political power of the

shellfish industry, these states have not addressed critical public health problems in this industry
and shelifish remains one of the most dangerous foods on the market today.

é

Tel: (202) 332-9110

Fax: (202} 265-4964 Suite 300 Michael F. Jacobson, PR.D,
Home Page: wwwcepinet.org 1875 Connecticut Ave., NW. Executive Director
E-mail: cepigespinet.org Washington, D.C. 20009-5728 o4
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This distrust of state food safety oversight is a principle reason that state-inspected meat
plants have been barred from shipping their products interstate for decades. While there is
legislation in Congress to change this prohibition, the state meat inspection progratns focus on
the smallest meat plants, and the state programs would be subject to intensive annual audits by
the US Department of Agriculture.

Therefore, we urge your report to recommend that FDA restrict state inspection of food
plants to small plants producing low-risk foods. In addition, FDA should conduct annual audits
of the state programs, including testing of products from state-inspected plants.

Thank you for letting us review this important new report. While the recommendations
are helpful, they do not go far encugh in reforming the role of states in conducting food-safety
inspections in lieu of FDA inspections. Ultimately, the federal government has responsibility for
ensuring the safety of food produced in this country. FDA’s current food safety inspection
program neither enstres equivaience nor instills confidence.

Very truly yours,

Caselins Sult@(l\ DILUJQQQ

Caroline Smith DeWaal
Director of Food Safety

cc. Dr Mark Yessian at
myessian(@os.dhhs.gov
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Endnotes

1. World Health Organization Press Release, “WHO Responds to New Challenges in Food
Safety,” January 25, 2000.

2. Paul S. Mead, et a., “Food-Related IlIness and Death in the United States,” Emerging
Infectious Diseases 5 (September-October 1999) 5: pp. 607-625. The estimates of foodborne
illness cited are more than twice as high as those suggested in earlier studies, which put the figure
for foodborne illness at 30 million.

3. Food and Drug Administration, Food Safety Inspection Service, and Center for Disease
Control and Prevention, “Healthy People 2000: Status Report Food Safety Objectives,”
(September 1, 1999).

4. Donna U. Vogt, “Food Safety Issues in the 105" Congress,” Congressional Research Service
Issue Brief, (August 11, 1998), p. 2.

5. Ingtitute of Medicine, National Research Council, Ensuring Safe Food from Production to
Consumption (Washington: National Academy Press, 1998).

6. United States Environmental Protection Agency, United States Department of Health and
Human Services, and United States Department of Agriculture, “Food Safety From Farm to
Table: A National Food Safety Initiative,” (Report to the President, May 1997).

7. Two States, South Carolina and West Virginia, hold two contracts each. In each State, one
contract is held by the Department of Health, the other by the Department of Agriculture.

8. The President’ s Food Safety Initiative is supporting, among other activities, the establishment
of aconsortium in which all Federa agencies with risk-management responsibilities will improve
the quality of risk-assessment for foods.

9. The FDA district offices oversee State contracts in accord with the Field Management
Directive No. 76 (October 24, 1995); FDA district offices oversee the partnership agreementsin
accord with the Office of Regulatory Affairs Partnership Agreement Guidance Document
(January 23, 1996).

10. The seven principles are: (1) analyze hazards, (2) identify critical control points to control
identified hazards, (3) establish the point at which a preventive action must be taken, (4) establish
procedures to monitor the control points, (5) establish corrective actions to be taken when
monitoring shows that a critical limit has not been met, (6) establish procedures to verify that the
system is working consistently, and (7) establish effective record keeping to document the
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HACCP system.

11. National Food Safety System Project work groups: 1. Roles and Responsibilities, 2.
Coordinating Outbreak Responses and Investigations, 3. Information Sharing and Data
Coallection, 4. Communication, 5. National Uniform Standards, and 6. Laboratory Operations and
Coordination.

12. Speech by Joseph Levitt, Director of the FDA Center for Food Safety and Applied Nutrition
at the 50-State meeting, “Meeting Challenges Together,” Kansas City, Missouri, September 15-
17, 1998.

13. The type of food contract we focus on in this report is the food sanitation contract.

14. These are inspections conducted under FDA’ s 03 project category for Foodborne Biological
Hazards.

15. These programs derive their authority from the Public Health Service Act [42 U.S.C. 201 et
seq.], whereby FDA’srole is to provide assistance and guidance to States.

16. Based on information collected through our site visit, Texas conducted the following
inspections under its contract and partnership agreements: 353 inspections under contract, 83
low-acid and acidified food inspections under partnership agreement, and 107 seafood HACCP
inspections under Seafood HACCP partnership agreement. During this same time period, FDA
reported that it conducted about 50 general food inspections, 13 acidified and low-acid canned
food inspections, and 41 Seafood HACCP inspections.

17. The following examples illustrate the shift from low-risk to high-risk food firm inspections
under contract: Fishery/seafood inspections conducted by the States increased by 178 percent
over the past decade (from 269 in 1989 to 749 in 1998). During this same time period, soft drink
and water inspections, which are considered low-risk, decreased by 37 percent (from 478 in 1989
to 299 in 1998); and bakery inspections, also considered low-risk, have decreased by 14 percent
(from 943 in 1989 to 813 in 1998).

18. Twenty-one of the 37 partnership agreements are for Seafood HACCP inspections; 5 are for
low-acid canned and acidified foods; and 2 are for cheese and dairy products. The remaining
partnerships cover various general food categories.

19. Between 1989 and 1998, the number of inspections that States conducted under contract
dropped from 7507 in 1989 to 4155 in 1998.

20. In 1998, FDA conducted 1,795 domestic food safety inspections (PAC 03803) ; the States
conducted 1653 under partnership agreement.
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21. We use the term inspector to denote all FDA personnel carrying out food firm inspections.

22. For contracted inspections, the States are required to use FDA'’ s inspection classifications.
By contrast, for inspections conducted under partnership agreement, the States can use their own
classification systems.

23. FDA’s consumer safety officers must have a college degree that includes 30 semester hours
in one or a combination of subjects: biological sciences, chemistry, pharmacy, physical sciences,
food technologies, nutrition, medical sciences, or vetrinary medicine. These 30 hours may include
up to 8 semester hours of statistics or coursework in computers. A combination of education and
experience may be substituted for the college degree; however, FDA requires that its consumer
safety officers have 30 semester hours of science.

24. At present, States generally inspect domestic food firms and domestic products under
partnership agreements. The President of the Association of Food and Drug Officias recently
called upon FDA to enhance its coverage of imported products through expanding the
partnerships. Article by Allison Wright, “ FDA’s proposed international food safety activities
should involve partnerships with the States, “Food Chemical News, 8 November 1999, p.4.

25. While the number of inspections under State contract also declined during this time period,
the percent of audits relative to the total number of contract inspections dropped by amost one-
third. In 1993, FDA audited about 3.4 percent of total inspections conducted under contracts. In
1998, FDA audited only 2.4 percent of the total contract inspections.

26. The Field Management Directive No. 76 calls for 6 audits for contracts with up to 100
inspections, 10 audits for contracts with 101-300 inspections, 22 audits for contracts with 301-
900 inspections, and 34 audits for contracts with over 901 inspections. According to the
directive, “ The required number of independent audits will be accomplished for a minimum of one
year. If no significant performance problems are found during this period, and the overall
performance is considered satisfactory by the District, the number of audits may be reduced by 50
percent to a maintenance level.”

27. Those 7 district offices oversee 11 of the 38 States under contract.
28. Severa district offices cited difficulties in meeting even the 30-day time frame.

29. In accordance with the Paperwork Reduction Act [P.L. 104-13], FDA cannot survey more
than 10 entities without clearance from the Office of Management and Budget. The Federdl
Advisory Commission Act set forth the rules under which FDA can rely on information gleaned
from external sources.

30. We are referring to the 03 project category for Foodborne Biological Hazards.
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31. The Office of Regulatory Affairs Partnership Agreement Guidance Document identifies FDA
and State responsihilities to conduct joint inspections, but does not define their function. The
Model Seafood HACCP partnership agreement offers some definition, but lacks specific guidance,
“joint inspections will serve training, technology and information exchange, and verification
functions.”

32. We note that performance audits have been conducted of the retail side of the partnership.
However, our study focuses on inspections in the manufacturing and processing arena.

33. In our analysis of five low-acid canned food partnership agreements, we identified
expectations ranging from the “prompt exchange’ of enforcement documentation to lack of any
specifications.

34. The State contract semi-annual evaluation form can be found in the Field Management
Directive No. 76, (October 24, 1995), p. 6; the partnership agreement annual evaluation form can
be found in the Office of Regulatory Affairs Partnership Agreement Guidance Document (January
23, 1996), Attachment C.

35. FDA’ s general information telephone hotline is 1-888-FDA-INFO. Its websites are located at
www.foodsafety.gov and www.fda.gov.

36. Note that thisisaresult of funds provided through the President’ s Food Safety Initiative to
support the 1995 Seafood HACCP Regulations. While the overall number of operational FTEs
has increased, the increases occurred primarily in the areas of Domestic Fish and Fishery Products
and Import Seafood Products. Over the past decade, a number of other program areas lost FTEs.
The most notable of these were Domestic Food Safety and Domestic Acidified and Low-Acid
Canned Foods.

37. United States Environmental Protection Agency, United States Department of Health and
Human Services, and United States Department of Agriculture, “Food Safety From Farm to
Table: A National Food Safety Initiative,” (Report to the President, May 1997), p. 37. The report
cites significant decreases in FDA'’s inspectional coverage since 1981. An FDA regulated plant is
inspected by FDA, on average, only once every 10 years.

38. Annual Partnership Evaluation of the Oklahoma Partnership Agreement, SW Region/Dallas
Didtrict, Section 9, November 1998, “ Capturing partnership inspection data into the FDA Facility
Inspection System has proved to be a problem. Inspections performed under State contract were
conducted using FDA forms and cover sheets, which captured all the data elements required for
entry into the agency’s electronic data inspection system. Since inspections under the partnership
are not being paid for and the State is receiving little monetary support from FDA for the project,
we are not in a position to require the State to provide specific information in a specific format.
The State uses its own inspection form to capture data elements that match its data needs.
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Trandation of their data for use in FDA'’s electronic system has resulted in some errors in the data
capturein FDA’s FIS. We are attempting to work through this problem with more the recent
data, but it requires some time-consuming manual manipulation of the information supplied by
Oklahoma State Department of Health.”

39. For example, under the Oklahoma Food Safety Partnership Agreement, the Oklahoma State
Department of Health conducts 100 percent of the food firm inspectionsin its State. In the Texas
Low Acid Canned Food and Acidified Food partnership agreement, the Texas Department of
Health conducts 90 percent of the acidified canned food inspections, and FDA conducts 10
percent.

40. In some of its agreements FDA has recognized the importance of retaining a minimum level of
inspections to maintain its own expertise. The Model Seafood HACCP Partnership Agreement
states, “FDA will conduct at least (enter the appropriate number of inspections that are to be
performed by FDA under the terms of the agreement, but in no case less than 10 percent of the
fish and fishery processorsin the State).” The model Seafood HA CCP partnership agreement
cites reasons for maintenance of FDA inspectiona capacity as the potentia for reduced State
capacity or problems that arise with the agreement, maintaining domestic and international
credibility through some FDA inspectional presence in each State, and maintaining intelligence
about the industry throughout the country. The California Low Acid Canned Food partnership
states, “FDA may make periodic LACF inspections so that FDA investigators can maintain their
expertise in the areas of LACF and acidified food inspections.”

41. Department of Health and Human Services, Office of Inspector General, FDA Food Safety
Inspection, OEI-05-90-01070, 1991.

42. The Canadian Food Inspection Agency,” Equivalence of the Fish and Fishery Products
Inspection and Control Systems,” Report of an Audit of the Inspection and Control System for
Fish and Fishery Products of the U.S. Food and Drug Administration, (June 2, 1999).

43. Institute of Medicine, National Research Council, Ensuring Safe Food from Production to
Consumption (Washington: National Academy Press, 1998), p.7.

44. U.S. Food and Drug Administration, Center for Food Safety and Applied Nutrition, CFSAN
2000 Program Priorities, 10 February 2000.

45. FDA has developed a cost estimate of $425,000 for fiscal year 2000 audit activity based on an
audit frequency at 5 percent of 5,200 State contract inspections. The FDA estimates $630,000
for fiscal year 2001 with a frequency of 7 percent, and $988,000 for fiscal year 2002 with a
frequency of 10 percent.
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46. The model contract calls for States to report a considerable amount of information using
standardized formats and FDA codes. This includes specific information that enables FDA to
assess afirm’s compliance with FDA regulations, which States themselves might not obtain
through their own inspections. In addition, the contract states that “the inspection reports should
detail the conditions found with sufficient narrative to enable an assessment of any objectionable
conditions or practices found. Where microbiologically oriented inspections are conducted, a
more detailed description of the manufacturing process, routes of contamination, etc., will also be
made.” Under partnership agreements, as we have demonstrated, FDA obtains information far
below its own standards for contracts.

47. “The fourth essential feature of an ideal federa food safety system isthat it be organized to be
responsive to and work in true partnership with non-federal partners. These include state and
local governments, the food industry, and consumers.” Institute of Medicine, National Research
Council, Ensuring Safe Food from Production to Consumption, (Washington: National Academy
Press, 1998), p.7.

48. At present, the contract document devotes only one sentence to feedback: “Results of the
quality assurance review will be furnished to the contractor.” The partnership agreements
promote more joint work and communication.

49. In objective 6 of its Draft Preliminary Food Safety Strategic Plan, the President’ s Council on
Food Safety calls for FDA to promote voluntary best practices developed and implemented by
industry and/or State governments. President’s Council on Food Safety, Draft Preliminary Food
Safety Strategic Plan for Public Review, January 2000.

50. The ORA Division of Human Resource Development (DHRD) is developing atraining course
for FDA Investigators on the process and techniques for auditing State contracts and
partnerships. The courseis planned to be offered in September 2000.

51. In objective 5 of its Draft Preliminary Food Safety Strategic Plan, the President’s Council on
Food Safety calls for FDA to protect the food supply through developing additional national
training and job standards. Such a program could include a credentialing system for food safety
inspectors, investigators, and program reviewers. President’s Council on Food Safety, Draft
Preliminary Food Safety Srategic Plan for Public Review, January 2000.

52. Department of Health and Human Services, Office of Inspector General, FDA Food Safety
Inspection, (OEI-05-90-01070), 1991.

53. Department of Health and Human Services, Office of Inspector General, FDA Food Safety
Inspection, (OEI-05-90-01070), 1991.
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54. FDA’s Recommended National Retail Food Regulatory Program Standards (February 6,
1998) proposes a listing program of State retail programs that meet FDA standards.
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