MEASURING PROGRESS ON FOOD
SAFETY:

CURRENT STATUS AND FUTURE DIRECTIONS PUBLIC
MEETING

WEDNESDAY, JULY 21, 2010 - 9:00
A_M.

HYATT REGENCY
CHICAGO

151 EAST WACKER

DRIVE CHICAGO,
ILLINOIS



DR. FARRAR: Good morning.

THE AUDIENCE: Morning.

DR. FARRAR: Thanks for everyone turning out.
Welcome to our second Public Meeting on Measuring
Progress on Food Safety. I"m Dr. Jeff Farrar. 1"m the
Associate Commissioner for Food Protection with the
U.S. Food and Drug Administration. Again, thank you for
coming. We appreciate your attendance and
very much look forward to your comments.

Before we get started, a couple of housekeeping
details. We do have sign language i1nterpreters
available, 1T needed. They are Nancy and Joshua.

Is anyone in need of a sign language i1nterpreter?
(No response)

DR. FARRAR: |If not, they will remain available
through the morning, and if you need their services,
please see one of our folks at the registration desk.

Also, 1T you"ve not preregistered to make
comments and would like to do so at this meeting,
please see an FDA staff member at the registration
desk, and if there is time following those that had
pre-registered, we will accommodate you.

Also, 1 want to call your attention to the
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packets that you received at the registration desk.

In addition to the agenda for today"s meeting, you
have a Federal Register Notice on this meeting and the
next meeting we will be holding in Portland, Oregon.
Enclosed with that are instructions on how to submit
written comments, a list of individuals who have
registered for this meeting, and a list of food safety
metrics developed jointly by CDC, FSIS and FDA. This
list not comprehensive; 1t 1s not final. It i1s
provided as an example of some existing i1deas on
metrics.

To give you a little background on today*s
meeting, 1t 1s a follow-up of an 1nitial one-day public
meeting held on March 30th in Washington, D.C., attended
by more than 400 people. At that meeting, FSIS, FDA and
CDC discussed their collaborations on the methods and
data challenges i1nvolved and the feasibility and
effectiveness of food safety metrics.

The federal agencies have been collaborating to
reduce foodborne i1llness as part of the present Food
Safety Working Group. A key element of this federal
government®s effort i1s the adoption of appropriate

metrics to measure our success In food safety.



These public meetings are a way of engaging the
public, engaging food safety experts and all
stakeholders i1In this Important issue.

Our first public meeting in D.C. was largely to
inform the public about current and potential
measurements for assessing progress in food safety and
how to improve those measurements. Presentations were
made by FSIS, FDA and CDC as well as representatives
from academia, consumers and industry.

Today"s meeting is a little different. We“"re
going to allot the majority of the time to hear from
you, to let you do the talking. We want to hear what
you think about the metrics federal agencies are
currently using or considering, what metrics you are
using and those that you think might be appropriate.

This same format will be used 1n our meeting 1n
Portland on October 20th.

We"re going to begin our agenda today with
brief presentations from the three federal agencies
hosting this meeting, CDC, FDA and USDA, as a way to
summarize the information presented in the first
meeting and to set the stage for your input. We®ll move

quickly, following these presentations, into the public



comments section of the agenda. After comments, we"ve
allotted time for Q and As.

Now, let"s get started. Our fTirst speaker this
morning iIs Dr. Patricia Griffin. She®s Chief of the
Enteric Diseases, Epidemiology Branch, for the Centers
for Disease Control and Prevention, in Atlanta.

Patty.

DR. GRIFFIN: Thank you, Jeff, and thanks to
all of you for your interest and for coming to this
meeting.

So at grand rounds that we gave at CDC, Mike
Doyle said the foodborne disease surveillance system is
to the food industry what radar iIs to automobile
drivers. It"s the threat of
being caught that helps drive compliance of the best
safety practices, and CDC"s job 1s to do that
surveillance of human illness.

So I"m going to talk about four of the systems
that CDC uses for surveillance and to measure progress
in food safety. PulseNet, OutbreakNet -- yes?

So 1T 1 screw up on the slides or you don"t see
slides or you can*t hear me, please raise your hand,

yell, say something. 1It"s not that big a group. We



can talk to each other. PulseNet, OutbreakNet, FoodNet
and Foodborne Disease Outbreak Surveillance System.

So PulseNet and molecular subtyping, the Hubble
Telescope of foodborne disease prevention. 1In 1995, the
Hubble Space Telescope found large numbers of distant
galaxies and star clusters never seen before and
transformed the notion of deep space. Do you hear the
music?

In 1996, surveillance for foodborne disease was
similarly changed by the launch of the molecular
fingerprinting network, PulseNet. 1t"s a national
network of public health and food regulatory agency
laboratories. It"s coordinated by CDC. The members are
state and local health departments and federal
agencies.

So this graph shows PulseNet activities 1996
through 2009, and i1t shows the pulsed-field gel
electrophoresis, PFGE, patterns submitted to the
PulseNet databases. Each of these patterns i1s a pattern
of one bacterium. So this shows the number submitted,
and the basic message here 1s more and more were
submitted each year, which means that surveillance was

getting better.



So let me tell you the timeline for this. In
1996, 1t was fTirst implemented iIn Minnesota, and the
result was a 67% increase i1In the number of E. Coli 0157
outbreaks detected. In 2001, it had been implemented in
all states, and it"s now a routine part of surveillance
for some pathogens, mainly E. Coli and Salmonella. It"s
been shown to be cost effective, because the cost of
foodborne disease hospitalizations and deaths i1s high,
and the cost in Colorado was covered by preventing just
five E. Coli 1nfections.

Each year, PulseNet identifies about 1,500
clusters at the local or state level, about 250
multistate clusters, and out of these clusters, the
epidemiologists find 10 or 15 disbursed multistate
outbreaks, an outbreak being defined as a cluster and
in which we®"ve shown the source is a common one for all
the people ill. Most of these outbreaks would not have
been identified in the past.

So progress iIn the past year, in PulseNet, has
been 1n developing and implementing new tools for
subtyping, including molecular serotyping of Salmonella
and MLVA, which i1s a type of subtyping for E. Coli

0157, and for some of the Salmonella serotypes,



Typhimurium and Enteritidis.

We also have a pilot project on genotyping of
Shigatoxin-producing E. Coli, such as 0157, and that
project combines molecular serotyping, virulence
characterization, and SNP subtyping. (That®"s single
nucleotide polymorphism).

PulseNet 1s also developing new tools for
visualizing and analyzing data, so that we can more
easily detect clusters that may represent a common-
source outbreak.

But PulseNet has some challenges. One big
challenge i1Is state capacity. Some states have limited
resources for subtyping bacteria. So fewer of the
bacteria that are isolated from 11l people get
subtyped, and often the subtyping is delayed. And the
result 1s that detection of the outbreaks is
compromised.

CDC also has limited resources for PulseNet and
for the laboratory work that"s needed to improve the
methods to detect clusters, to link information about
PulseNet patterns with data on 1ll persons and
outbreaks and with our data on antimicrobial

resistance.



We have a big national network for testing

strains from i1ll people for antimicrobial resistance.

I"m not going to be talking about that today, but
It"s really important to link that up with the outbreak
data.

PulseNet also needs to continually be naming
new patterns and tracking them over time. So this map
shows the annual rate of uploads of patterns to
PulseNet by state.

So which state has the most i1llness? The
answer to the question is that"s not the right
question. The dark states don"t have the most
illness. The dark states have the health departments
that are doing the best job of getting the strains 1n
from the clinical labs that have isolated these
Salmonella and E. Coli from sick people, getting the
strains i1nto the state health lab, then subtyping the
strains by PFGE and submitting them to the national
PulseNet database. So those dark states are the ones
where you want to live, because they are doing the best
Jjobs of detecting outbreaks.

Now, let"s see, how is Illinois doing? Hum.

All right, no further comments on that one.



So now this is the same slide as before, and
we"re down to our second topic: OutbreakNet. That"s an
informal network of public health officials who
investigate multistate outbreaks of enteric disease.

It*s coordinated by CDC, and i1t helps to facilitate
rapid coordinated response, and the participants are
state and local health departments, regulatory
agencies, FDA and FSIS, who are here, and PulseNet.

So this graph shows human specimen isolates
uploaded to PulseNet and clusters tracked from 1996,
the beginning of PulseNet, through last year. So the
bars show the human specimens uploaded to PulseNet, and
It"s increased every year until recent years, where
there"s been a plateauing. And the pink line shows the
clusters tracked by CDC epidemiologists.

So there are more and more clusters tracked,
which means that PulseNet has been doing a good job of
naming the patterns, identifying the clusters and
sending them to the epidemiologists to track them, to
see 1T an Investigation can show a common source.

So this whole activity has been getting busier
and busier, and, in fact, this very busy slide has a

very simple message. This is the average number of



clusters tracked by CDC epidemiologists by month and
pathogens from February 2008 through April 2010.

But what I want to show you Is just here
(indicating.) And I"m showing 1t on my right side. 1In
2008, the epidemiologists at CDC were tracking 24
clusters every week. So at our weekly meeting, we"d be
going over data for 24 clusters, really between 10 and
37, and trying to talk to the states, see if there were
common patterns of age, see if interviews had been
conducted by states and see if we had any hypotheses.

By 2009, this had increased to an average of
29, a range from 16 to 41, and i1t"s continuing to be at
this level or higher. So this is a busy activity, and
it highlights a gap in multistate outbreak
investigation methods.

There are limited resources at state and local
health departments to conduct interviews, and 1"m going
to talk about two types of interviews that relate to
each other.

One i1s for sporadic or non-outbreak i1llnesses.
In many jurisdictions, persons with lab-confirmed
illnesses like E. Coli and Salmonella are not routinely

interviewed to collect information on exposures, and if



they were interviewed, some would be shown to be part
of outbreaks.

Because, for example, somebody from the Health
Department interviews two people, who they get reports
of close to the same time, with E. Coli 0157 infection.

They ask them what restaurants they"ve eaten 1in.

They both name the same restaurant, and then
suddenly they get a third person. That person names
the same restaurant, 1In addition to others, but there-s
that in common. They may start looking into it and
find a problem. |If you don"t interview, you don"t find
the problems.

And then the second, for cluster and outbreak
illnesses, we need to have iInterviews to probe possible
sources, but those are often delayed by other
priorities. And re-interviews to collect product
information are often delayed, and question
questionnaires are often not standardized among states.

So information from questionnaires cannot be put
Into a standard database.So 1t"s difficult to combine
data from multiple states.

And information on exposures is usually not

transmitted electronically to CDC. So you can
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imagine, during a multistate outbreak, we"re getting
lots of faxes. And 1 mean nobody deals with faxes
anymore. The paper gets all messed up, and it"s sort of
-—- 1t"s still a fairly primitive methodology, and a lot
of improvements are needed.

And contrast this with PulseNet in which lab
information on every isolate Is standardized and is
rapidly transmitted to the national database, and
summary information is available to all participants.

So to address these problems, we began
OutbreakNet sentinel sites in 2009, iIn cooperation with
the Food Safety Inspection Service -- thank you very
much, Dan -- and the Association of Public Health Labs,
and our goal i1s to generate collaborative and
innovative models in states or large population centers
to conduct rapid, coordinated, centralized and
standardized surveillance and assessment of foodborne
diseases.

So, in the summer of last year, we awarded
funds to three applicants, Wisconsin, Utah and New York
City. And some of you who know FoodNet will notice that
these are not FoodNet sites. So we"re sort of trying to

spread the abilities to conduct great outbreak



investigations, because our FoodNet sites tend to be
our stars. The average award was $90,000.

In the spring of this year, we sent an
announcement for the next funding year, and we included
"Metrics By Which Success Will Be Measured." The
metrics include how they will decrease the time to
identify outbreaks. For example, the median time to
interview persons with E. Coli, Salmonella and Listeria
infection, how they will improve response in reporting
(for example, the proportion of clusters investigated
and the proportion of outbreaks reported electronically
to CDC"s Foodborne Disease Outbreak Surveillance
System), and how they will improve collaboration, for
example, the development of common questionnaires for
initial interviews of i1ll persons.

So our plans are that we"re funding up to four
sites in the fall of this year. We will provide
resources for improved surveillance and outbreak
response, especially for our key pathogens, and we"ll
improve three areas that are critical for foodborne
disease outbreak, detection, investigation and control;
and those are lab surveillance, epidemiology interviews

and investigations, and environmental health



assessments. We"ll develop an infrastructure to share
and work on data in real time during multistate
outbreak investigations, and we plan to replicate
successful models across the country by presenting this
at the OutbreakNet annual meeting and encouraging other
jurisdictions to follow the same plans.

So our vision is for a national multistate
foodborne investigation network that will more rapidly
develop hypotheses and implement vehicles by routinely
combining epidemiologic and PulseNet data and by
including the collection of exposure data from i1ll and
well persons, and to more rapidly trace products back
to their source of contamination, by improving the
amount and speed of collection of product information
like lot numbers, by more rapidly collating product
information from multiple states, by iImproving the
quality and speed of product data provided to the
regulatory agencies, and by sharing information in real
time with the regulatory agencies. So that"s
OutbreakNet.

And we"ll go on to FoodNet now. So FoodNet is
our Foodborne Diseases Active Surveillance System. It

was established 1n 1996 and is a collaboration among



CDC, 10 state health departments, FSIS and USDA and
FDA, and FoodNet conducts active surveillance for lab-
confirmed infections at more than 650 clinical labs for
a number of bacteria, Salmonella, Shigella,
Campylobacter, E. Coli, Listeria, Yersinia and Vibrio,
and for the parasites Cryptosporidium and Cyclospora,
and also for hemolytic uremic syndrome (HUS) among
pediatric nephrologists with a review of hospital
discharge data. And as many of you know, HUS is that
severe complication of E. Coli infection.

So these are the FoodNet sites. The 10 FoodNet
sites are shown iIn green. Some of them are entire
states, and some of them are parts of states. And
FoodNet sites represent 46 million persons or about 15%
of the U.S. population.

FoodNet has an annual report on the incidence
of infection with pathogens transmitted commonly
through food. It"s been referred to as "the report card
on food safety,"” and 1t"s used by regulatory agencies,
industry and public health personnel to monitor the
progress toward national health objectives and to
prioritize and evaluate interventions.

So FoodNet has shown trends in incidents, and 1In



our most recent report, which was the data from 2009,
we compared that with our 1996 to 1998 baseline.

That®"s when FoodNet started. And some of the
significant declines compared to that baseline were
that E. Coli 0157 declined 41%, the incidence i1In 2009
was similar to the incidence in 2004, and 1t"s the only
pathogen that"s met the Healthy People 2010 Target.
Campylobacter declined 30%, Listeria declined 26%,
Salmonella declined 10%. And compared with the
preceding three years, the significant changes were
that E. Coli had declined 25%, and Shigella declined
27%.

So put in another form, in reference to the
Healthy People Objectives, across the top you see the
incidence of lab-confirmed infections per 100,000
persons.

And 1t"s important to remember that, for any of
these, if you multiply them out, you need to create a
multiplier, usually of around 20 to 30, to get the
actual number of i1llnesses, because many of you, i1f you
got a diarrheal illness in the next day or so, just

would be too busy to see your doctor and would just



like tough 1t out. Maybe only if you were sick for a
number of days would you go to see the doctor, and at
that point, the doctor might not even get a culture or
the organism might not be there. So there are a lot of
those stories for everyone we find.

So these are the pathogens. And this shows the
incidence 1In FoodNet iIn 2009. This shows our Healthy
People Objective for 2010. And this column -- and I™"m
talking about - the pointer®s on the right side. And
the last column is progress towards the objective.

And you can see that, for Campylobacter, we"re
close; for E. Coli 0157, we"re currently at the target;
and for Listeria and Salmonella, we"re not close; and
the national process to determine Healthy People
Objectives fTor 2020 1s underway.

The regulatory agencies are tracking the
incidence of priority pathogens, and here are some
examples. FDA"s closely tracking Salmonella serotype
Enteritidis infections, and USDA is closely tracking
overall Salmonella and Salmonella serotype Enteritidis
infections, and CDC is providing quarterly FoodNet data
for their analyses.

So, for every quarter, CDC will be providing



data to regulatory agencies on lab-confirmed illnesses
in FoodNet sites. We"ll provide the number reported,
that quarter, of Salmonella and of Salmonella serotype
Enteritidis infections and the predicted incidence for
the full year and the percent change from the
comparison period, and we do that using a negative
binomial regression model that uses the most current
data and also data from previous years.

The reporting lag for these quarterly reports
IS one quarter. So, for example, the Quarter 1 data
from January through March will be available at the
beginning of Quarter 3.

So CDC is working on new estimates of the
burden of foodborne i1llness acquired in the United
States to help iIn prioritizing interventions aimed at
reducing i1llness and to use for other analyses; for
example, assigning illnesses to food commodities, which
we call attribution, and estimating healthcare cost.

And estimating the burden requires many data
sources and models, and only a small fraction of
illnesses are confirmed by laboratory testing and
reported. So 1t"s the tip of the pyramid that gets

reported to surveillance.



So some challenges in FoodNet are that state
health departments have competing priorities and are
dealing with changing diagnostic practices i1In more than
650 labs.

And, at CDC, population surveys are used to
estimate the number of episodes of acute
gastroenteritis each year. And our last population
survey was done i1n 2006-2007, and we"re using it to
estimate the burden of i1llness. And, right now, there
are no plans to do another population survey, because
the funding for that has run out. So, at this point, we
are at a longer interval between population surveys
than we*ve ever been. Also, the cleaning of the data,
analyzing i1t and creating models to accurately estimate
the burden of illness, is very resource intensive. SO
we"ve done FoodNet, and now we"re on to the last system
I"1l discuss, which is the Foodborne Disease Outbreak
Reporting System.

So this graph shows foodborne disease outbreaks
by year, from 1973 through 2008. And you can see that,
going from the yellow side to the red side, we don"t
think that there suddenly was a lot more foodborne

illness in the country, but we did enhance



surveillance.

And the line shows the outbreak-associated
illnesses. 1In other words, take all those outbreaks and
add up all the i1llnesses In those outbreaks, and that"s
what that line shows.

So this map shows the annual rate of foodborne
disease outbreaks by state, 2003 through 2007. So which
IS the worst state to live in as far as your likelihood
of getting sick? The answer iIs that"s the wrong
question.

The dark states are the ones with the most
outbreaks reported. So those are the ones where 1t"s
great to live because you have a Health Department
that"s received resources from the states and has it
together to identify the outbreaks, iInvestigate them,
figure out the source, and then report them nationally.
Illinois 1s doing a little bit better on this one.

This diagram i1s our hierarchical scheme for
categorizing foods i1nto commodities. We go from all
food on the right here (indicating) to aquatic land
animals, plant animals, and then various major
categories of foods, such as meat-poultry, produce, and

then subcategories.



In the meat-poultry, you can see there®s types
of meat and then there®s the poultry. And the produce,
we go to fruits, nuts,and then the various types of
vegetables. And the yellow boxes are the 17 commodities
that we"re using to report foods that are responsible
in outbreaks.

So we categorize foods into simple and complex
foods. Simple foods contain a single commodity. For
example, a steak i1s categorized i1n the beef commodity.
It s one of those yellow boxes. Complex foods contain

multiple commodities. So meat loaf has the

ingredients ground beef, eggs, bread and tomato sauce.
So meat loaf i1ncludes four of those yellow-box
commodities, beef, eggs, grains, beans and vine-stalk
vegetable.

So this graph shows the proportion of outbreaks
with simple, complex and unknown food vehicles, and you
can see that around 20% are due to simple vehicles,
more are due to complex vehicles, although 1t"s about
even In recent years, and a lot are due to unknown
vehicles.

Now, a lot of people look at this graph and say

this (indicating) is failure. That"s not true.We"re



really glad when states investigate outbreaks and still
report them to us even though they®"re not sure what the
food i1s. You can still learn a lot of information.

For example, 1f a state Health Department
investigates an outbreak at a restaurant, and the
outbreak occurs among 10 or 15 people and they all had
turkey, dressing, cranberry sauce and salad, if they
all eat all those foods, you can never figure out what
food caused the i1llness, but they can still get good
information. They can still find the pathogen. They may
know that they have Salmonella infection. They can
learn about the type of restaurant, whether the
restaurant had a food service manager that oversaw food
safety. So we get a lot of good information about the
pathogens that cause outbreaks and the settings for
outbreaks and other information that I"m not going into
from these outbreaks 1n which we"re not sure what the
vehicle is.

This pie chart shows i1llnesses and outbreaks
caused by simple foods, and the ones that are causing
outbreaks, you can see the biggest ones here are
poultry, leafy vegetables, beef, dairy, fruits, nuts,

vine-stalk vegetables. Certainly, there®s been



progress, and there are plans and challenges.

So analyses that attribute illnesses and
outbreaks to simple food vehicles are published in the
MMWR . In June 2009, we published 2006. In mid-August
of this year, you"ll see the data from 2007. And 1in
early 2011, we"ll publish the data from 2008. And
here®*s what our MMWR looks like.

Also, we"ve put online the Foodborne Outbreak
Online Database -- i1t looks like this (indicating), and
the web address is at the top there -- where you can
play with it yourself and find out about outbreaks in
your favorite state.

And also analyses using outbreaks with both
simple and complex foods are planned. We have a draft
of a model to attribute illnesses in complex foods to
food commodities. And when we have the new burden
estimates of overall i1llness due to each pathogen,
we" 1l i1ncorporate these iInto the model and submit 1t to
peer review.

There are selective challenges. The states vary
widely in their capacity for investigation and

reporting. One of the metrics for OutbreakNet sentinel



sites is the proportion of outbreaks 1In which a report
form is submitted to CDC.

At CDC, cleaning, coding and analyzing reports
of the implicated foods i1s difficult and time
consuming. It*s especially difficult for complex
foods. And iInterpreting outbreak data can be
challenging. Also, creating analysis models that meet
the needs of regulatory agencies, 1t"s very i1mportant.

For example, we need to have models that
incorporate features of food commodities. For example,
the manner of preparation Is Important. Roast turkey
Is very different from turkey deli meat. And models
that iIncorporate the likelithood of contamination of an
ingredient are also important.

The database of outbreaks i1s open, and that"s
good because important reports that missed the
reporting deadline can be added and new information can
be provided and errors are corrected. But a data
download today may contain different information than a
similar earlier download.

So "Nutrition and obesity (including food
safety)"™ is one of the CDC Director®s six Priority

Winnable Battles. So we"re very excited that i1t"s being



targeted by CDC as an important area.

In conclusion, we use many systems for
prevention and to assess progress, and 1"ve talked
about four of them. There®s been much recent progress,
including development of metrics, and much more is to be
done.

Thank you for your attention this morning.

(Applause)

DR. FARRAR: Thank you, Patty.

I forgot to announce at the beginning that we
are going to have time for questions for each of the
federal speakers after our break.

IT there are a couple of burning questions
before the break -- but after we get through the next
two, we might be persuaded to take a couple before the
break. But 1°d ask you to write your questions down,
and when we come back from break, we®"ll have a little
time for Q and A for all three of the speakers here.

Our next speaker is Dr. Kara Morgan. Dr.
Morgan i1s the Director of Public Health Measurement and
Analysis in the Office of Planning under the Office of
the Commissioner for the U.S. Food and Drug

Administration.



Dr. Morgan.

DR. MORGAN: Good morning, everyone.

I"m going to talk about what Patty just talked
about in terms of how the CDC high-level foodborne
ilIlness information is being used and incorporated at
FDA and also kind of the work we®"re doing, to continue
to do, to develop metrics that are going to be helpful
for our programs.

First, I wanted to mention two things. One is
that, of course, FDA is more than just foods, and so
I"m going to talk today about performance measurement
about food safety. But there 1s other work going on at
FDA about performance measure in medical products as
well.

And I also wanted to mention that, recently,
the foods program was reorganized at FDA. So now, when
we talk about foods, we are including not only human
food, but also animal food. So feed products are
included 1n the presentation 1"m going to give today.

So just to give you an sense of what I"m going
to cover today, the public health outcome iInformation
that Patty just talked about i1s, of course, kind of the

cornerstone of the story of food safety, and 1"m going



to talk about the relationship of that type of
information to performance measures for FDA.

I"m going to talk about current FDA performance
measures 1In the foods program that are publicly
available and let you know where you can find more
information on those, and then 1°"m going to talk about
the next steps, which includes the reason for having
these public meetings and how the information that
we" 1l be getting from you all today and at the Portland
meeting will be used to improve this process of
connecting foodborne i1llness information, public
outcome 1nformation, to the measurements of our
programs at FDA.

So these are a few examples from the one-page
handout that Jeff mentioned earlier. You have this one-
pager 1In your packet that is a list of metrics that was
jointly developed by FSIS, CDC and FDA, and these are
ones that are public health outcome levels and these
are all ones that are generated by CDC using some of
the methods and data that Patty just talked about.

So these are giving us the big picture, right?
So incidence of priority foodborne illnesses, you know,

how many people get sick from Salmonella in the U.S.



every year, how many people are hospitalized because of
Listeria every year. So these are the big-picture
numbers that, as Patty talked about, are very
complicated in terms of the way you go about getting
the information together. But there are established
methodologies for doing so, and FDA looks to CDC for
that information.

The number of outbreaks and outbreak associated
cases i1s another way to slice it. As Patty discussed,
there are reasons that things are categorized as
outbreaks or not that aren"t really related to the fact
as to whether they actually were an outbreak, but It"s
more about the way data come to us and what information
iIs available. But i1t"s another way for people who are
interested In knowing what the status of the food
safety system 1is.

And, finally, another example from this list is
-- Ffood allergies, of course, are very important to the
food safety issue. So the number of severe illnesses
from food allergies i1s another example of public health
outcome measures.

What®"s not included here yet, but should be, in

terms of the work we do at FDA, are public health



outcomes related to chemical exposures. So you can
see that there®s not one set of public health outcome
measures that tells the whole story of food safety.

You need this whole set of measures to really get a
sense of what i1s the public health impact from
foodborne hazards.

So what these measures are good at is giving us
that big picture, that sense of how things are going.

We can use these measures to do things like compare
to other countries. There are challenges with that, in
terms of the way that they collect their data, and
their methodology, and there®"s work going on to try to
align those methods so that it will be easier to do
that comparison, but these are really useful for that
kind of high-level snapshot.

At the same time -- Patty talked about the
changes 1n surveillance, the changes i1n the ability of
states to collect data and all those things that could
be changing these numbers that aren®"t related to the
underlying truth of whether people are getting sick
from food, what type of food they"re getting sick from
and what pathogen is causing that.

So the question that we have at the regulatory



agencies 1Is, given that there®s this high-level picture
available, that there are these underlying
uncertainties in the data, there are things shifting iIn
terms of trying to improve methodologies, which, as
some of her graphs showed, actually could look to the
untrained eye like disease rates are going up, but,
actually, you need -- and also | loved her stories
about the States that look like they"re worse than
other states, but i1t"s really a fact of the way those
states are operating.And those types of information are
really important to understand when you®"re trying to
understand this high-level data.

But what we"re trying to do in FDA, and I™m
sure Dan will talk about 1t at FSIS, i1s to understand
whether our programs are working. You know, we®"re
trying to understand i1if we issue this guidance or i1t we
do this training or if we do this outreach, is that
helping with food safety? And you can see how these
type of high-level numbers aren®t giving us that level
of detail to understand that.

So the question that we"re struggling with is:
how can we, as regulatory agencies, impact these public

health outcomes? We all know that the food safety



system i1s very complex. There"s a certain role for
regulatory agencies. There®s a role for industry.
There®s a role for all parts of the farm-to-fork chain
in terms of what the growers are doing, what the folks
in transportation are doing, what the folks in storage
are doing. There®s a role for people in retail and what
kind of controls they®"re maintaining. There"s a role
for people in food service 1In how they"re preparing and
serving the food. There®s a role for consumers in terms
of how they have their refrigerator set and how long
they leave food out at picnics.

And so all these factors are impacting that
foodborne illness rate. So the question we have is: how
can we develop measures that are a step before, kind of
the rate of people getting sick from Salmonella every
year, that can give us a sense for what i1s working in
regulatory agencies to help impact that public health
outcome that we all care about.

So here are a fTew definitions to give you a
sense of performance measurements and what 1t Is we"re
aiming for in terms of having useful mechanisms to feed
back information to us, about our programs.

So performance measures are specific iIndicators



used to evaluate how well a system is operating. And
let me just mention, too, that these definitions, of
course, aren"t relevant just for food safety or just
for regulatory agencies. These are much higher-level
definitions that companies use and that other agencies
use. So the i1dea i1s how can we take these concepts and
apply them to food safety.

Performance measures will let us objectively,
in a data-driven way, measure the degree of success.

So there®s certainly a role for
things like expert elicitation about how well do you
think this program is working, what do you think is
working here and what®"s not working, but performance
measurements will 1deally give you objective data so
that everyone can agree on whether things are going up
or going down.

They show indicators of progress. ITf there's
something you"re trying to accomplish because you believe it
will impact the public health outcomes, it will show you, you
know, one year you"re at 10%, on year at 20%, kind of let you
show the measure of that progress.

And then, finally, these are factors which,

ideally, would help you get to root causes. So that,



when you®"re trying to apply corrective action, trying
to improve the way you"re doing a process that, 1f have
you a set of eight measures and seven of them are going
up and one of them i1s going down iIn the wrong
direction, then that will tell you something about
where you might want to invest more resources to
improve that program.

Here, again, are some generic basic principles
for good performance measures; not relevant just for
the food safety system, but certainly applicable to us.
We want measures that focus on results that matter. We
want things that are going to be, ideally,
quantitatively --through research -- related to public
health outcomes.

But those type of results are in short supply.
So we"re working toward that, but the i1dea is we"re
investing iIn things that everyone kind of agrees are

related to public health outcomes.

We want measures that provide clear evidence,
as | mentioned earlier, about providing data and
observable events, and we want measures that are
practical and affordable.

One of the surveys Patty mentioned in her talk



was the large study that was conducted to get a sense
of sort of underlying rates for gastro illnesses, and
she mentioned that, because of resources available,
that®"s not going to be able to be repeated. Well, when
you"re developing measures, you want to make sure that
you"re able to choose studies that you"ll be able to
repeat because, otherwise, you"ll end up having to use
data that are outdated. And that happens all the time.

But the i1dea i1s that you would be able to
develop measures that you would be able to sustain over
time, because the timeliness factor can, of course,
have an important impact on the quality of the data.

So there®s this critical role that regulatory
agencies have, in terms of developing these performance
measures. We"re really looking for this data-driven
assessment of performance so that we have this feedback
for how our programs are working and can make
adjustments along the way, and it also really gives us
a sense of what 1s working and what®"s not working.
Instead of just, well, we think we need to issue this or
to do that, we would actually, ideally, have
quantitative data that tells us, yes, when you did this

particular activity, it had this effect on the public



health outcome.

The performance measures give us a way to share
our priorities within the Agency and also with our
regulatory partners i1n the state and local areas and
also, of course, with FSIS. There are a lot of
overlapping roles i1in the food safety system, and having
these performance measures helps everyone kind of
understand what the goal is, what is It that you“re
aiming for. |Instead of just everyone kind of shooting
for ”public health,” you have something more concrete
to agree on, in terms of what i1t i1s you"re trying to
accomplish.

And then, also, in terms of the these meetings,
having these performance measures allows us to get
concrete i1nput from our stakeholders and allows us to
communicate with our stakeholders, so everyone i1s clear
on what the expectations are, in terms of what the
agencies are working toward.

So that gets to some of the discussion about
what we*"re looking for that we hopefully will gain from
these public meetings. One i1s this recognition that the
food safety system is so complex. And there are things

that the regulatory agencies can do, but there®s only



so much the regulatory agencies can do.

So the question i1s, What should we be doing?
And what we hope to hear from you about is: what are
the other stakeholders in the Food Safety System doing;
what i1nformation i1s i1ndustry collecting in a systematic
way, or maybe not i1In a systematic way, just to start;
what information are the states collecting; what
information are the distributors collecting.

And there are all these people who are making
decisions to try to improve food safety, but 1t"s not
coordinated or aligned, since we don"t have a way to
share that information. So we"re hoping to hear those

kind of things from you all.

We®"re also hoping to get your feedback on --
given the measures we have now, what you think 1s
helpful, what you think i1s not so helpful and, i1deally,
some suggestions for other things that you think would
be helpful in terms of our ability to monitor our
performance.

So this slide talks about logic modeling. And
I"m going to talk a little bit more about this later,
but this i1s really the crux of what we"re trying to do

at FDA to understand how the things that we do iImpact



public health outcome measures. And, again, this 1is
all from performance measure literature. 1 think it"s
business school type of stuff.

So there are things that we do, which are the
activities. There®s training; we hire people; we do
outreach; we conduct inspections. There are all these
things that regulatory agencies do, and in order to do
these things, we need Input. So we need information, we
need funding, we need people.

And then from those activities, we create
outputs, which are inspections completed, samples
taken, compliance actions taken; all those kind of
things that are the result of what we do. And,
truthfully, a lot of the things that we report now, the
things I"m going to talk about in terms of our current
performance measures, are those types of output kind of
things, and those are iImportant things because they“re
showing how much of what things we"re doing.

Now, those three things, as you see at the
bottom, talks about we can use, measures to improve the
efficiency and effectiveness of those things we do, but
the reason that we do those things is because of the

outcomes.



So our ultimate outcomes are the public health
outcomes that we talked about earlier, the number of
people getting sick, the number of people dying, the
number of people with food allergy reactions. And the
intermediate outcomes are the things that are steps
before that.

So I"m going to give you some more concrete
examples of this, but this is really the tool that
we"re using, this i1dea of using logic models to help
lay out all the activities the FDA i1s doing, all the
public health outcomes that we care about, and trying
to connect those two things in, ideally, a quantitative
way .

So let me just step back and talk about some of
the current performance measures for food safety at
FDA. And there are two types of these, and 1"m going to
give you a few examples of each one.

One 1s the set of GPRA goals, as they-re
affectionately called, Government Performance and
Results Act goals, and these are associated with the
budget. So I put the information here on how you could
find these measures. They are basically just in a pdf.

It"s not a database or anything. 1It"s a pdf. And



they"re reported on annually. So there"s -- you know,
I can*t remember how far they go back, but several
years back, and you can find these on our website.
There are about 20 of these that have a food safety
component. There are many more, of course, that are
associated with FDA.

And then the other type of public performance
measures that we have now is a new program called FDA-
TRACK, transparency, results, accountability,
credibility and knowledge, and 1 also put the website
there. And these are internally-generated performance
measures reporting on things that the program offices
in the centers have i1dentified as i1important things that
they are doing and contributing to.

And, currently, we have about 15 foods-related
measures In FDA-TRACK, but that number will change.
This 1s a relatively new program. 1t"s under the
leadership of Dr. Sharfstein, who used a similar type
of tool when he was in a Baltimore public health
agency. And he is looking to really build this up. And
these are all publicly-available information, and so
the idea is more transparency, in terms of measures. As

I mentioned though, these are mostly output measures.



So here are a few examples of the GPRA
measures. The number of high-risk food facilities that
were iInspected, the number of import field exams that
were conducted, the ability to maintain accreditation
for labs, and the number of state, local and tribal
regulatory agencies that are enrolled in the draft
voluntary retail food program regulatory standards.

So these, as you can see, are counts of things
that we do. They®"re important. They"re telling you the
work that we®"re doing and giving you information about
how things might change from year-to-year.

Let me show you a few FDA-TRACK examples.
Percent of cases reviewed within a certain time frame;
that"s an important kind of efficiency / effectiveness
measure. Number of firms under which environmental
sampling was conducted and number of firms that had
positive samples. So this is getting a little bit
closer to the sense for how many i1llnesses might have
been caused, but, again, these are kind of focused on
counts of things that we did.

And so | talked before about why the public
health outcome kind of disease rate measures aren"t

that useful to our program because they®"re not telling



us about whether our programs are working, and now I™m
going to tell you why these measures aren"t really that
useful to our program because, again, they®"re telling
us what we"re doing, but they®re not telling us how
well we"re doing 1t. They“"re not telling us how
effective we"re being. And we"re not able to link this
yet to the rate of illnesses, and so that"s really the
work that i1s yet to be done.

We do have some outcome measures that are
associated with food safety at FDA, and as Patty
mentioned, these are under the Healthy People goals.
They are very similar to the ones 1 showed you earlier
that are on your one-pager, but slightly different
wording; number of infections caused by pathogens,
number of outbreaks, and then we also have one about
consumers following food safety practices, which is
getting to this recognition that there are roles for
people in the food safety system beyond what the
regulatory agency can directly control.

But, of course, we can affect that by providing
information about key safety practices to consumers by
assessing whether they"re understanding the information

and so on. So there®s still a role for the FDA there.



And then we also have this priority goal that
Patty had mentioned about Salmonella Enteritidis, and 1
think Dr. Englejohn®s going to talk more about that.
But this was a special goal that was i1dentified and 1is
associated with the FDA"s egg rule, which came out last
year to go into effect this year, which is designed
specifically to reduce the rate of i1llness from
Salmonella Enteritidis.

So 1 showed this graph to some folks at the
FDA, and they said that 1t was way too complicated. So
I tried to simplify 1t, and 1"m going to show It iIn
pieces to see 1T that works. And 1t iIs very
complicated, and 1 apologize for that, but i1t"s really
important in terms of showing you what the work is that
we"re trying to do and how what you"ll tell us today
will fit in.

So, as | mentioned, there are all these things
that FDA does, and when you talk to individual people
at FDA, they can say they do one of these things. So

iIt"s really concrete. And then people®s individual

performance plans. So there are lots of “things” we do.

And then there are things we care about. Right

at the end, there are things that we want to see



changed. We want to reduce infections caused by key
pathogens. There are other examples of public health
outcomes that we talked about, but I"m going to use
this to try to simplify.

So the question i1s, how do we know that we"re
doing the right things iIn the right amount and that we
shouldn®"t be doing more of something else? And another
way to slice i1t would be, how do we know we"re doing
the right things in the right areas, on the right
pathogens, on the right food quantities?

We"re doing all that now. We"re making
decisions about how much to invest in different
programs, which guidance to issue, which rules to
iIssue, and we"re doing It based on our understanding of
how they could impact public outcomes. But we don"t
have this method to go back and tie 1t In a
quantitative way to see 1f 1t had the Impact that we
wanted to see.

So, based on these activities that we have,
we"ve produced these outputs. So | used a GPRA goal,
the number of high-risk i1nspections, and | used an FDA-
TRACK goal, the number of environmental samples taken.

So, of course, in order to do those things, we



need to have people trained, hired, we need to know
which facilities to go to, we need to know how to take
the samples, we have to know how to analyze the
samples. So all the things we are doing iIn terms of
activities are allowing us to create these outcomes.

And I put a box around this (indicating)
because this 1s the list of things that we can control.

This i1s the list of things that -- the
activities at FDA -- we can generate more high-risk
inspections, we can take more environmental samples.
So these are the things that we can manage in terms of
making more or less of them happen.

But we still aren"t all the way to public
health outcomes. That®"s what we want to get to. So
there are these iIntermediate outcomes, and this is
really the key to what we"re working on. One of the
FDA-TRACK goals is more like an intermediate outcome,
and that is the number of a firm"s positive environmental
samples. So, of course, we need to be able to take some
samples. We believe that the firms are taking those samples
themselves, but we don"t have access to that information. So
we can"t report on that without actually taking that sample

ourselves.
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So we take the sample, and then we report on
how many firms had positive samples, but the number of
firms that have positive samples i1s outside of our
control, all right? That"s in iIndustry"s control. And
we can iIssue guidance, we can provide training. There
are things we can do to influence the likelihood of
there not being positive samples, but the ultimate
ability to not have positive samples 1s not something
that FDA can change. So that®"s why i1t"s outside the
yellow box.

So these intermediate outcomes are getting us
closer to understanding how the outputs that we"re
creating are related to the public health outcomes that
we care about. So we"re really trying to fill In this
type of logic model, you know, for every type of
pathogen, probably broken down by food group commodity,
by the different tools of things we could do to make
more informed decisions about our activities, what kind
of people we"re hiring, what kind of training we"re
offering, what kind of outreach, what kind of guidance
we"re issuing, all those kind of things. So this is
kind of where this work iIs going.

So, again, back to the objectives for today and



in Portland. We want to understand what are the
measures that are being used by other stakeholders 1in
the food safety system. The degree to which we
understand that and, i1deally, even have access to that
data, the better job we"ll do in terms of
characterizing those intermediate outcomes.

And, also, if there are studies that exist --
we"re not aware of a large number of these studies --
but studies that show how taking performance measures
within your organization have changed iIntermediate
outcomes. Things like the prevalence of pathogens on
products at the time you do this work, the degree to
which you have those type of studies available, that
would be incredibly valuable to us 1n terms of being
able to understand this whole system.

And then also, of course, I"ve shown you some
of the GPRA goals and FDA-TRACK goals. You can look
at those online later, but also 1deas and thoughts that
you all have in terms of the output goals we®"re using,
the outcome measures that we"re using, the i1deas for
intermediate outcomes, any feedback that you have iIn
terms of those things that we"re using now would also

be very welcome in terms of the outcome of these public



meetings.

So the next steps are that, in the short-term,
we" 1l be working in depth on this Salmonella
Enteritidis project, on which we"re seeing some of the
pilots, where FSIS and FDA are sharing these metrics on
a quarterly basis to get a sense of how things are
changing within our organizations and in terms of what
we"re seeing with the folks with compliance rates and
things like that, in the laying houses and in the FSIS
firms, for broiler chickens, which is where FDA gets
them.

And this is a nice pilot, because Salmonella
Enteritidis is something that we know that the bulk of
the diseases are attributed to either eggs or chickens,
so we can actually have a nice study to say, well, if
things change in eggs, how is the i1llness rate changed?

When you get to other illnesses like
Salmonella, there are so many potential foods that
could be involved and there®s so much more uncertainty,
that it"s going to get much harder to model. So we"re
trying to do it with SE to see what we can really
understand.

And then we"re also working to identify the



outputs and intermediate outcomes that will help us
connect the things we"re doing with the things we care
about. 1In the longer term, we want to develop methods
and i1dentify the data, collect the data needed to be
able to use these iImproved measures.

And then, of course, ultimately, if we have
many quarters, many months, many years of data In terms
of the things we"re doing within our Agencies and the
information that we have i1In our Agencies, and then we
also have these disease rates from CDC data, we could
start to model and understand how when we do more of
this, we see less of this, or when we do more of this,
we don"t see a change, and try to really get a better
sense, quantitatively, of what we"re doing and how that
can impact the public health outcomes.

That®"s all that 1 have. Thank you for your

attention.
(Applause)
DR. FARRAR: Thank you, Kara.
Our next speaker is Dr. Dan Englejohn. Dan

iIs the Acting Assistant Administrator in the Office of
Data Integration and Food Protection, the Food Safety

Inspection Service in USDA.



Dan .

DR. ENGLEJOHN: Thank you and good morning,
and 1"m going to give you a perspective about how we
are attempting to measure the success of our Inspection
program at FSIS, the Food Safety Inspection Service at
the U.S. Department of Agriculture.

The outline that 1"m going to follow in the
presentation will give you an introduction to how we
measure the performance, i1dentify some of the types of
strategies we have 1n place for which the Agency
reports, either through the Department or through the
Office of Management and Budget and now for which we"re
reporting also to CDC and OMB.

Much like the work that FDA is doing on their
logic model, we have also identified what we call
Operational Performance Measures, which are the things
we have control of within the Agency. 1°11 give you a
perspective on the farm-to-table framework for which
CDC, FDA and FSIS are working toward with the Food
Safety Working Group metrics, and then specifically
give you a preview of the approach we want to take with
Salmonella Enteritidis as a case study on how we could

demonstrate progress on a particular pathogen-causing



illness in products that both Agencies regulate.

FSIS has developed a comprehensive set of
performance measures and objectives and goals that we
think can help measure the progress that we have
related to foodborne i1llness attributed to the products
that we regulate, which would be the meat, poultry and
egg products.

The purpose for setting these goals and
objectives i1s not only to measure our progress, but
also to prioritize the Agency®"s activities and identify
program areas for which we could, perhaps, begin
shifting the focus that we might, in fact, have good
control over and begin focusing differently on how we
can better control or mitigate risk within the
distribution chains that we actually regulate or have
jurisdiction over, and then FSIS measures that are used
to help track both our progress that we have direct
control over, over our predictions for how they
actually impact public health.

For those of you not familiar with FSIS, our
mission Is to protect the public health, the safety and
the accurate labeling of meat, poultry and processed

egg products.



It"s 1mportant to note that although the Agency
has focused for the last hundred years within the
federally-inspected slaughter and processing facilities
for which we provide daily iInspection activity, we do
have jurisdiction which we share with FDA at retail and
in distribution throughout commerce. And we have
traditionally not focused specific activities other
than surveillance-type activities at retail, but we are
also looking at what can and should we be doing that
might have a better impact on public health with regard
to meat, poultry and egg products.

Like FDA, we do use the Healthy People 2010 as
our goal-setting prioritization document, iIn which
we"re focused upon the pathogens that specifically are
In the products that we regulate. That i1ncludes
Campylobacter, E. Coli 0157:H7, Salmonella, and
Listeria. We have our 1997 baseline, which Patty
mentioned earlier, and then we have the progress that"s
been made up through 2009, the last that was reported
through FoodNet. And, as was identified before, we"ve
had success with E. Coli 0157 and actually are close to
having success with Campylobacter, but with Listeria

and Salmonella, we still have progress to be made.



Within that, then, at USDA, we do have a
strategic plan, and i1t is just now finalized for moving
forward for the years 2010 to 2015, and within the U.S.
Department of Agriculture®s strategic plan, FSIS has
three measures that we report to the Department and
ultimately to the Office of Management & Budget, to
demonstrate how we believe our program has an Impact on
public health. Those three measures include a
particular focus on ensuring that the progress made
within the broiler / slaughter industry is, in fact,
improving from our baseline year in which we began
tracking, In 2006, a specific focus on reducing
exposure of the public to Salmonella in broiler chicken
carcasses.

Our goal is to get, under the current standard
that we"ve had in place, 90% of those establishments
into Category 1, which would be half the acceptable
number of Salmonella i1n a sample set, which iIs just
over 50 days when we do our sample set, which could
occur once every two years. Or, i1f poorer performance
IS indicated, then that sampling would occur more
frequently.

We have an all-illness measure, which today



captures the illnesses associated with Salmonella,
Listeria monocytogenes and E. Colir 0157:H7, and we will
be modifying this performance measure as we put in
place a new performance standard that we have recently
published as a draft for which we"re seeking comment
on, and that relates to Campylobacter. So, again,
we" 1l be reporting on Campylobacter at the end of this
calendar year.

And then, because we believe that food defense
plans have an indirect impact on food safety, we"ve
also added a measure for which we are moving our
industry to ensure that they have functional food
defense plans for which they have knowledge about who
iIs, Iin fact, having access to their property and to the
transport vehicles, and so forth, that move meat,
poultry and processed eggs around the country.So these
three measures are what we report to the Department.

To give you a perspective about the Salmonella
performance measure iIn Category 1, as | mentioned, the
Agency has had a Salmonella performance standard 1In raw
products that was put in place 1n 1996 through our
pathogen reduction HACCP regulation. Our goal has been

to move the i1ndustry, the raw nine classes of raw
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products, into half the current standard that we have
in place, and then, as well, issue new baseline studies
to set new performance standards and reset the category
guidance we have.

But, presently, we"re using the current
standard for Salmonella in broilers as our primary
indicator, and then from there, we determine whether or
not the i1ndustry i1s making progress toward controlling
Salmonella in raw products and, ultimately, reducing
exposure of the public.

Our fiscal year 2010 quarterly 3 measure 1is
that 82% of the broiler industry is meeting these
criteria at this time. We set the goal out to 2015 to
get 97% of the broiler establishments into Category 1.

As | mentioned, we have a current standard on
Salmonella, and we®"ve proposed a new standard, which,
In essence, has the current standard, and we"ll be
pushing the i1ndustry to also have, again, the percent
positives in the Salmonella sets we collect over time.

So we"ll adjust our Category 1 standard and
monitor the progress toward meeting the old standard
and the new standard over the course of the next few

years, out to year 2015.



For the all-illness measure, 1 apologize for
the busyness of this slide, but i1t does give you a
perspective about how we do, at this time, calculate
our all-i1llness measure. Our goals, again, are set on
the Healthy People 2010 goals. 111
also talk about our high priority performance goal for
Salmonella and the fact that we anchor this in CDC
FoodNet i1llness estimates.

We measure our progress, in part, to our
Pathogen Verification Testing Program in order to
estimate the number of i1llnesses. When we don®"t have
baseline studies to actually set prevalence, our
verification testing program is not designed to
actually determine prevalence. And we do use baseline
studies to accomplish that, but we have not regularly
done baseline studies 1In the products that we regulate.

Our goal is to improve and to have ongoing
baselines to actually have actual prevalence
information.

Meanwhile, we do use the adjusted based-on-
volume percent-positive rate for our pathogen testing
program. We also align this with the case rate that"s

recorded by CDC.



For 2010, quarterly 3 then, iIn taking that case
rate and transferring it into numbers of illnesses, and
our Secretary of Agriculture 1s iInterested in reducing
illness, and so we"ve converted this to i1llnesses,
we"re starting with the quarterly 3 measure at just
over 640,000 i1llnesses for all pathogens. This would be
E. Coli, Salmonella and Listeria. And our goal 1n 2015
IS to reduce that to just under 549,000 i1llnesses.

How do we measure this progress? Well, for the
all-illness measure then, for E. Coli and Listeria,
again, using the Healthy People rate. For Salmonella,
ultimately we"ve set a 4% decline from the baseline
case, right, to the end of year 2011, and then we use
this case rate as the fiscal year 2011 objective.

We multiply the case rates by the pathogen-
specific simple attribution fraction calculated using
the CDC NORS outbreak data to get a total number for
each of the pathogens, that i1s in the products FSIS
regulates. And, again, beyond 2011, then the Agency has
established for this time a 1% reduction each year out

to fiscal year 2015.

This chart presents the information in real

numbers, 1In terms of the i1llnesses that we predict are



associated with Salmonella, E. Coli and Listeria and
then a total for all the illnesses, and it gives you
the projection that we have out to fiscal year 2015.

For the functional food defense plans, the
Agency does not mandate that establishments have these
plans at this time, although we have identified to our
industry that it iIs our iIntention to mandate that all
establishments have a functional food defense plan.

We use the word "functional™ from the
perspective that we think 1t"s not sufficient to simply
have a written program. We think that the
establishments need to, fTirst of all, have a written
program and to continuously test i1t by running mock
types of recalls or mock situations where there might
have been a threat or an unannounced or inappropriate
exposure of product that potentially could add a hazard
to the food products that are regulated by that
establishment.

So we had some criteria that we"ve identified
that qualify as a functional plan. We®"ve told the
industry that we are moving toward regulating this
particular i1ssue, but that the priority for the Agency

in moving this regulation would be dependent upon the



voluntary adoption of these programs by establishments.

We break out our establishments by large, small
and very small. These are determined by the Small
Business Association®s definition, which is really
related to the numbers of individuals working iIn the
facility, not related to buying the product produced.
And we do have information by volume.

But, for purposes of this exercise, we have
looked at the establishments to see who currently has a
functional plan and who doesn"t. As you can see for
the large plants, 97% of them do; the small, which
could be 500 or fewer employees, but more than 11, have
72% of those establishments with a functional food
defense plan; and then the very small at 49%. We have
roughly 300 of the large plants, and the rest of the
6,000 or so establishments that we have are either
small or very small.

We do i1ssue an annual survey i1n order to
measure our progress. We ask our i1nspectors, who are
in each facility, to answer some questions as to
whether or not there is a written plan, whether or not
they have access to that plan and what the content of

that plan i1s with regard to some specific questions



that we ask. We®"ve informed the industry that we will
begin this survey again in August of this year so that
we"ll have our report for this annual measure by the
end of September.

Again, this is overall the presentation of our
performance goals and objectives for how we would be
looking at progress over time for the Salmonella
Category 1 measure, the total i1llnesses from all FSIS*s
products and the establishments with food defense
plans.

At USDA, as well as at FDA, we have what 1is
called a High Priority Performance Goal. This specific
focus that we have i1s on Salmonella. The Secretary of
Agriculture has made very clear that we have to make
dramatic reductions in the exposure from the products
we regulate, to Salmonella, and so we*"ve also been asked
to specifically put in place a program that would drive
down Salmonella exposure.

For us, we"re looking at all illnesses from
Salmonella. The goal through the end of 2011 would be
to reduce the number of illnesses by 50,000. It also
would translate to approximately $900 million in

savings to healthcare. This would be based on an



economic research number as well as the number that FDA
used 1In their rulemaking on Salmonella Enteritidis, iIn
which we estimate that the each case of Salmonella 1is
roughly $17,900. So that®"s how we get the healthcare
cost reduction. And this would then have a specific
goal of reducing the 15.4 cases per 100,000 down to

14 .8 cases per 100,000.

As was mentioned in the FDA presentation on
doing a better job of ensuring that we know what we"re
doing is in fact providing efficiency and
effectiveness, we"re calling these Operational
Performance Measures at FSIS at this time. These are
the things that we know we have direct control over.

And so the Agency is looking to ensure that, when
we issue policies, we are actually, in fact, enforcing
the policies that we issue.

As an example, 1t Is an expectation that when
we schedule a sample to be collected for verification
testing, that that sample would be collected and
analyzed. We have a very low compliance rate with that.
There are a variety of reasons why samples don"t
necessarily get collected and sent to the laboratory or

they get discarded.



And so we have specific measures in place to
track the reasons for why the sample doesn®"t get
analyzed or collected. We look to see whether or not
the inspectors have the appropriate amount of time to
collect the samples. But, in any case, these are things
that we control.

If we say that we"re going to do a thorough
food safety assessment of the HACCP system after we
find an adulterant In a product, our policy is that we
would conduct that analysis within 30 days.

Presently, we don"t have as good a compliance
rate with that as what we should, and so we"ve put in
place a measure that would, in fact, track whether or
not these food safety assessments are being performed
in the time frame that we"ve i1dentified.

So we have a series of these for which we are
developing. Like FDA, our intention is to make these
publicly available so that our stakeholders can see
what i1t is we"re holding ourselves accountable for,
but, more importantly, so that our inspectors and
frontline supervisors, who know what we think are
measures of success, and whether or not they are 1in

fact addressing those issues that we think are



important. But the industry, as well, needs to know
what we think is important so that they, in fact, know
where we"re going to be focusing on product
improvements.

We do have the Food Safety Working Group, in
which FDA, CDC, FSIS and other federal agencies are
working towards improving and enhancing the food safety
system that we have in place, and there i1s a need to
look from a farm-to-table approach.

In the packet that you have, as was mentioned
earlier, are some examples of a collaborative effort at
identifying metrics at a very high level that the
Agencies can, in fact, be monitoring and tracking, and
we will be using these and further developing them as
FSIS measures the success of 1ts program.

FDA and FSIS have entered into a very specific
project in which we"re going to begin tracking
Salmonella Enteritidis. This would be In conjunction,
as well, with CDC, who"s actually providing the data to
help us measure our success with regard to this issue.

But this also has a broader implication at USDA,
in that i1t involves an additional Agency, which is the

Animal-Plant Health Inspection Service, which has some



responsibility with regard to protecting the animal
food supply.

APHIS has had a tradition of looking at
Salmonella Enteritidis, In the past, through its
National Poultry Improvement Program, and we®re looking
to see how we can benefit from, perhaps, making changes
in modifications to a focus with regard to broilers,
which FSIS regulates. So we"ve identified a project
which we are going to begin piloting and measuring some
success with.

In this slide, i1t gives you a pictorial view of
the farm-to-table approach in which there are actions
that are controllable by FDA; for instance, on the farm
now, with their new egg rule, which has gone into
effect this summer, and then it progresses from those
layers to the shell eggs. Those shell eggs, i1f
contaminated or are directed for processed products,
end up 1n an FSIS-regulated facility, and then FSIS has
jurisdiction at that point. And then as they transfer
into retail, FDA again assumes primary jurisdiction
over the further processed products that have had added
ingredients to them.

But we also know that broilers, within the



products that FSIS regulates, i1s, in fact, the one
commodity for which we®"ve seen an increase 1In
Salmonella Enteritidis in our verification testing
program that we conduct for Salmonella, and
specifically in broilers. And so we®"ve identified that
we believe that this i1s a controllable hazard on the
farm and that we could, 1n fact, and should be looking
at how we can force change in the industry through the
program that we regulate, beginning at the slaughter
facility. And so we"ve i1dentified that we begin our
jurisdiction at the slaughterhouse. There are
activities that we can undergo there and then
demonstrate that we are actually having a reduction of
exposure to the public of Salmonella Enteritidis.

For us, here are some examples of things that
we"re specifically monitoring. The Agency, more than
10 years ago, did a baseline study on pre-pasteurized
liquid egg products that are being diverted to
pasteurized egg products facilities.

And so we have an estimate of what Salmonella
Enteritidis was roughly 10 years ago. It is our goal to
complete a new baseline study on pre-pasteurized eggs

this year. We know that there should be a difference,



in that the FDA regulation on shell eggs does mandate
that eggs get diverted that are Salmonella Enteritidis
positive or that violate the temperature and time
criteria in that regulation to the pasteurized egg
product facility.

So, in conjunction with the FDA rule going into
effect, we"re going to conduct a new baseline study on
pre-pasteurized eggs, to get some perspective on what
iIs the frequency and level of contamination of
Salmonella Enteritidis coming into the processed egg
facilities.

We also will be looking at the Salmonella
Enteritidis in our verification testing program that we
have at slaughter fTacilities. This program is designed
to look for Salmonella on a daily basis when we conduct
a sample set. For instance, for broilers, it would be
just over 50 days consecutively we would collect
samples.

Industry®s required to provide to the Agency
the prior producer or owner of the birds that are
coming to slaughter facilities. It"s the Agency®s
intention to develop a program similar to what we do

with 1llegal drug residues, In that we track producers



that present product, or animals in this case, to a
slaughter facility, and then we target testing of those
producers i1f, in fact, they"ve had a history of
Salmonella Enteritidis, to see whether or not control
has been underway.

In order to make this a program that is
effective, there i1s a need to reach out to industry and
to find a way to provide helpful information that
likely would be constructive in reducing Salmonella
Enteritidis exposure coming to slaughter facilities.

We know that the poultry industry has expressed an
interest 1n looking iInto, perhaps, a national poultry
improvement plan type of approach tha