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P-R-0-C-E-E-D-1-N-G-S
(9:30 a.m.)

MS. DILLEY: Good morning. My name is Abby
Dilley, and I"m a Senior Mediator with RESOLVE, and
RESOLVE 1s a nonprofit organization based 1In
Washington, D.C. We also have an office in Portland,
Oregon, and we work as mediators and facilitators on
public policy 1issues ranging from energy to natural
resource issues, public health 1issues, agriculture
issues, and we design processes that provide
opportunities for people to work collaboratively and
constructively together.

And we"ve responded 1 guess around the first
of the year to a request for proposal put out by FSIS
to work on a stakeholder iInput process on risk-based
inspection, and were lucky enough to be selected to
assist them with this effort.

Our activities are varied, and this workshop
is one of those activities. We have been gathering a
lot of iInformation from stakeholders in a variety of
ways i1ncluding the workshop over the next couple of
days, interviewing approximately 45 or so stakeholders

Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947




10

11

12

13

14

15

16

17

18

19

20

21

22

in individual iInterviews as well as group interviews
and have been reviewing electronic submissions on
FSIS® website, i1In terms of comments relevant to the
couple of the papers that we"ll be discussing today,
and focusing on a range of -- iIn those conversations
on collecting 1iInformation on risk-based 1i1nspection
broadly, as well as the papers that have been posted
on the website, and you®"ll hear a little bit more
about those, the concepts iIn those papers and FSIS*®
thinking and how i1t"s involved iIn the presentations
today as well as gathering the iInformation over the
next couple of days.

Ultimately, we"ll be developing a report to
present to FSIS. So we"ll analyze the information,
try and highlight where the thinking of a variety of
stakeholders on various concepts associated with RBI
and compare and contrast some different -- the
different perspectives and competing perspectives on
some of those concepts, and as well as present some
recommendations for next steps 1In the stakeholder
input process.

The workshop is a very significant
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opportunity to gather a lot of iInput from people as
you can see around the room. 1 think we had about, at
last count, 120 people registered here at the site.
We also have through webcasting a net meeting that has
been made available to sites. | think we"re on 25 or
26 sites around the country and you know about 80
people 1 think at last count, at the end of last week,
had registered for that. We anticipate that those
numbers have probably gone up. And we have people
joining us everywhere from Beltsville, Maryland,
Dallas, Texas, Chicago, Illinois, Alameda, California,
which 1s really an early wake up call, and we really
appreciate their getting up early and joining us this
morning. And an 1mpressive number of people from
Springdale, Arkansas, and Jackson, Mississippi are
also joining us, and then also several other sites to
participate iIn this session, the workshop over the
next couple of days.

And I jJust wanted to point out two more
things briefly, and then come back and talk about the
agenda and some other things after Dr. Masters has a
chance to welcome all of you.
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When you registered and for those on
participating by net meeting, you had materials sent
out beforehand. Here at the site, they"re contained
in this packet, tan packet. It has an agenda that is
-- the agenda has been posted for a while, but we put
it on lovely blue paper for you to be able to pick it
out of your packet.

There®s also the overview or some PowerPoint
presentations that will be given over the course of
today and tomorrow. Some of those PowerPoint
presentations have been slightly modified, but 1 still
think those will serve as a good guide for you, so you
don"t have to take copious notes, but -- or you can
take copious notes on the slides. So you®ll have
those at your disposal to use, and then we also have
the two papers that we referred to, that have been
posted on the website, as well as some information on
the expert elicitation that will be discussed as part
of the product -- 1inherent product risk -- product
inherent risk, sorry, and then also an evaluation form
is In there and some other materials. So we"ll get
back to some of that Information in your packets over
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the course of the day, and 1 just wanted to point that
out to you.

So 1 will be back to talk a little bit more
about the agenda and some meeting protocols, but 1
first want to turn 1t over to Dr. Masters to welcome
all of you.

DR. MASTERS: Thank you, Abby, and good
morning everyone. On behalf of FSIS, 1 want to
welcome everyone to this very important two-day
meeting. I want to extend a special welcome to our
Netcast attendees who are joining us from across the
country, and Abby mentioned some of the sites that are
participating with us from those remote locations.

I"m happy to be here with you today, to
discuss our progress iIn creating a more robust risk-
based inspection system and our vision for the future.
111 let the ladies catch up here.

I"d like to thank our host, RESOLVE, for
setting up this meeting. As you may know, USDA sought
a third-party facilitator on the recommendations of
our National Advisory Committee for Meat and Poultry
Inspection, to assist us iIn getting input from all of
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our stakeholders. RESOLVE was selected through a
Government contracting process.

At FSIS, we are committed to the i1dea that
an effective food safety and food defense system must
be rooted in science. To meet i1ts goal of protecting
public health, FSIS will continue to review policies
and regulations in light of what science demands.

The more robust risk-based system we
envision, Is an example of our effort to modernize and
enhance food safety and food defense. We are
committed to carrying out these changes through a
public process. RESOLVE has conducted issue spotting
interviews with employees as well as other
stakeholders to identify crucial topics In our risk-
based inspection effort.

This meeting Is an opportunity for you, the
stakeholders, to express your views about our vision
for a more robust risk-based inspection system. The
success of this vision will depend upon the active
participation of all our food safety stakeholders.

I want to emphasize that we are here for
discussion. I"m going to say that again. We"re here
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for discussion, not to unveil a finished product.

During this two day meeting, we will present
technical papers which discuss two key components of
our envisioned, more robust risk-based i1nspection
system, TFirst, measuring establishment risk control,
and second, determining a product®s i1nherent risk.

In addition, FSIS will begin a discussion on
how these two measures of risk might be used to
implement a more robust risk-based iInspection system
to direct in-plant processing and off-line slaughter
inspection activities.

We hope that during the workshop, you come
away with a clearer understanding of our vision.

In addition, we want you to present your
ideas and suggestions on the key components of a
successftul risk-based system and i1ts i1mplementation.
We welcome your recommendations, and 1 want to thank
you in advance for your participation. Your input and
your discussion, both here and at the Netcast
locations, will be critical for FSIS. We genuinely
want to hear your 1deas and your input. I look
forward to a productive meeting. Thank you.
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MS. DILLEY: A couple of things before we
review some meeting protocols, ground rules and
agenda.

I wanted to give people 1In the room,
obviously iIn the time that we have, we don"t have time
for everybody to go through and given an introduction,
but just to give people a sense of the composition of
the room, 1| thought 1t would be helpful to maybe have
you raise your hand in different group so we can get a
feel for the diversity of stakeholders in the room.

For those of you that are FSIS employees, if
you could just raise your hand. Great.

For those of you who are other Government
employees, just a sense. Great. Wonderful.

For those of you, consumer or advocacy
groups affiliation. Okay. Good.

And for those of you in the meat and poultry

producing and processing industry, a sense of hands.

Great.

Members of academia. Great. Good.

Any people who didn"t identify with any of
those groups. Oh, good. We covered just about
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everybody. Okay. Good.

I also did not introduce my colleagues who
are also here with me today and will serve as
facilitators throughout the day and for the small
groups. Paul DeMorgan is over here. He is based in
Logan, Utah, but also frequents our Portland Office.
I mentioned we have an office there. Kathy Grant and
Brad Spangler who are over here are based in our D.C.
Office, and 1"m affiliated with the D.C. Office but
happen to live in Grand Rapids, Michigan and, yes, I
am an unabashed Tigers fan. 1 just wanted to get that
out of the way. So those of you who are baseball
fans.

So 1n looking at the -- if you will look at
the workshop agenda, 1 just want to go over a couple
of different things.

First of all, iIn terms of meeting protocols
and logistics for fostering a function and productive
meeting, the goals that are outlined there are really
to try and maximize opportunities for discussion with
FSIS, with each other, and to provide 1deas and
suggestions on a lot of key dimensions of risk-based
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inspection. And we"re also trying to maximize the
number of people who have an opportunity to ask
questions, provide comments. Obviously with - 1
think we had about 120 as | mentioned, people
registered for the workshop here, and then about 80 at
the remote sites, those dual goals to present some
challenges 1In terms of trying to maximize those
opportunities. And the meeting protocols and ground
rules and the agenda hopefully are trying to balance
those challenges and get as much information over the
next two days, and beyond, as possible.

In terms of just overall protocols on site,
we"ll have a combination of presentations that will
reflect FSIS®™ latest thinking iIn terms of some core
concepts regarding RBI, and then we also will have an
opportunity and time for questions and answers as well
as discussion. We really hope to maximize opportunity
for discussion, both in large group, in this room, and
then also this afternoon the opportunity to get iInto
small groups where you have -- i1t"s a less formalized
process.

We will have -- we do have iIn the room the
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two microphones you see standing. So during the Q&A,
question and answer period, we" 11 use those
microphones to make sure that you can be heard 1in
terms of asking your questions and giving people an
opportunity to participate.

For the remote sites, we are trying to
engage them in a couple of different ways. One is to,
while we are asking questions, also give them an
opportunity to post questions to an e-mail address,
and we"ll be trying to the best of our ability trying
to draw from those questions that are also posed by
the remote sites to be able to put that into the mix
of questions and comments that are being presented 1in
discussions here.

We also will collect the information, not
only that®"s gathered. We"re collecting information iIn
a variety of ways. There are Court Reporters who will
be taking extensive notes, degenerating transcripts.
We" 1l have people taking notes, handwritten notes. We
as facilitators also will be doing some flip charting.
So we will also try and capture the comments that
people are raising and the essence of the discussion.
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And hopefully 1n doing that, gather as much
information as possible to be able to put into the mix
of developing a record of the meeting as well as
getting all the good 1ideas and suggestions and
comments that will be presented over the next couple
of days.

And subsequent to that, as |1 think we
mentioned before, there iIs a website on FSIS®™ website
or an opportunity to provide additional comments
subsequent to the workshop. So comments can continue
past the workshop, and those will be reviewed in
addition to the material gathered over these couple of
days.

We"re also asking the remote sites and have
provided them with some suggestions how to hold the
small group discussions at their locations, and then
pull together information from that and send i1t on.
So we"re trying to gather as much material and
information over the course of the two days as
possible.

In order encourage as productive a meeting
as possible, we also wanted to suggest some ground
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rules, and we have that on the blue piece of paper for
the Agenda, and 1 just wanted to go over a couple of
things.

One 1s to stay on one conversation.
Obviously with a room of 100 plus people, and a lot of
you, if not all of you, wanting to comment, 1It"s
really important to have one person talking at a time
so that everyone can hear the question, and the
answer. So that®s very important.

Observing time limits 1i1s also iImportant.
I"ve been 1iIn several meetings where people have
started out their comment by saying, | have three
questions with three parts to each of those questions.
Recognize that there are 100 plus people i1n the room
who have questions as well, and if we could be
respectful of trying to Kkeep our comments and
questions. We want you to ask them and we encourage
you to do that, but also recognize that there are also
other people that want to comment as well. So If we
can keep to crisp comments, that would be very
helpful.

And also, if you would turn off your cell
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phones, 1f you haven"t already done that, and pagers
or at least put i1t to vibrate, not stun, but vibrate,
that would also be very helpful. Sometimes we have
musical accompaniment to comments, and that can be a
little distracting. So we would appreciate that.

So i1n terms of staying In one conversation,
it"s helpful to have just one person talking at a
time.

Also adhering to the agenda. As we
mentioned, we have multiple sites participating. They
are linked to the meeting between now and when we
break at 1:15 for lunch. And in order for them to
hear what you hear iIn terms of the presentations and
the substantive information, we need to adhere to that
agenda. So that means breaks really need to be 15
minutes. So we need to stick to that agenda so we
maximize the opportunity for the remote sites to be as
engaged as you all are in the room.

We do have some opportunities over the
course of the two days to come back to issues. It"s
an iterative agenda, and 1711 talk a little bit more
about that In a minute. We can do some fine tuning as
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we go, but we really do need to, for example, the
second day we have 1 think between 2:30 and 3:30, we
have i1dentified a time to address other major issues
which 1s kind of a catchall to say, let"s take an
evaluation of where people really want to talk on
iIssues that has not received as much attention or
airing that people would like, and we can come back to
some issues and spend some time doing that. So we do
have opportunities to do some Tfine tuning, but in
terms of time and the overall agenda, we need to
adhere to 1t as best we can.

And then finally, just being respectful. In
the short time we"ve worked on this topic, it"s very
obvious that there"s a Ilot of passions surrounding
food safety and risk-based inspection, and these
issues involve people®s careers, their livelihood, and
personal and public health issues. Obviously people
have very strong feelings around these issues. |
think we can express those strong opinions and ideas
and do 1t in a productive manner, disagreeing without
being disagreeable, those kinds of things, to pay
attention to and being respectful to one another 1in
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having a productive exchange of i1deas and points of
view.

Any questions about the proposed ground
rules before 1 turn to the agenda? Any different
kinds of ground rules that you would find helpful or
any additional comments on that? 1°m going to pause
for just a second. Any questions coming in remotely?

(No response.)

MS. DILLEY: All right. So let me walk
through the agenda to talk about how i1t"s structured
in order to achieve the goals and outcomes that we"ve
established for the two-day workshop.

In a minute, Dr. Masters will come back up
and talk about the vision for risk-based inspection.
Schedules will be schedules, and Dr. Raymond is right
now, wanted to be here from the beginning. He needed
to be In a meeting with 1 believe i1t"s the Ambassador
to Korea. Okay - And so iIn the interest of being
flexible, but trying to stick to the agenda as best we
can, Dr. Masters will give her presentation, and then
if Dr. Raymond i1s here, we will turn to him and go to
the question and answer period as you see on the
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agenda. Alternatively, 1f he 1s not here at that
time, we"re going to go right to the papers and have
Matthew Michael give his presentation on product
inherent risk, and then we will have Don Anderson give
his presentation, and then come back before the lunch
break to have Dr. Raymond give his comments, and then
have the question and answer discussion around the
vision related presentations.

We"re trying to be Tflexible i1n terms of
accommodating people®s schedules, but want to get to
all of that before the lunch break at 1:15, because
again the remote sites are linked to the meeting until
that time, and so we want to be sure that they have
heard all the presentations and the discussion, Q&A
period.

Then we have a Hlunch break from 1:15 to
2:30, and then 1 Dbelieve there are lots of
alternatives to you that are Tairly convenient to
hopefully get you to have a decent lunch and back here
to start up again at 2:30. And we"ll have an
opportunity for you to ask some additional questions
on the presentations regarding product inherent risk
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and establishment risk control, and then we will
provide some instructions and overview of the small
group discussions, and then move you iInto the small
groups so that you can spend the better part of this
afternoon, an hour and 45 minutes 1In those small
groups discussing the questions around -- that have
been formulated around those two papers, two
presentations.

Tomorrow we will come back and start again
at 9:30. Sorry, Alameda, those of you on the West
Coast.

And, jJust 1In terms of the small group
discussion, 1 also wanted to reiterate to the remote
sites, you obviously won®"t be eating lunch at 9:30 or
10:00. So you can do your small groups -- | encourage
you to do your small group discussions when convenient
for you. I just wanted to make sure you had the
opportunity to do that.

Then we"ll come back again at 9:30 tomorrow,
and reflect on the discussion held over today, and
then review the agenda for the day tomorrow. If there
is any fine-tuning at that point, we"ll talk about it
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at that first session. Then we will have the small
group reports and group discussion, up to the break at
11:15, and then have another presentation on
preliminary 1ideas on using risk to direct in-plant
inspection activities and processing assignments.

And, then take a break for lunch from 12:15
to 1:30, Eastern Time, and then come back and have a
group discussion on the presentation, after you had a
chance to think about the presentation over lunch, and
then some more opportunity for discussion on topics.
Again, that"s an opportunity to come back and revisit
some issues that you would like to spend more time on,
not just on implementation, but over the course of the
day and a half up to that point, take a break, and
then a discussion of assessment of the workshop
discussion and 1i1deas fTor moving forward, and then
summary and wrap up, and then we"ll adjourn no later
than 4:30.

So again just to mention that the agenda is
structured to try and maximize as much 1nput
opportunity for discussion, questions and answers and
comments. Over the course of the two days, we have
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some time to come back and have i1t be iterative a bit,
to revisit iIssues and topics over the two days, and do
some fine-tuning.

Any questions or comments on the agenda or
anything up to this point? Yes, please. If you can
use a -- you can"t really use a microphone can you?
Let me see 1f you can --

MS. NESTOR: I can speak pretty loud.

MS. DILLEY: Okay. 1 just want to make sure
that the sites can hear you, and I"m not sure they can
hear you without a microphone. So please do. In
order for the remote sites, we need you to use a
microphone.

MS. NESTOR: Did I understand you to say
that at the remote locations, they are also going to
be having group discussions?

MS. DILLEY: Yes. We hope so, yes.

MS. NESTOR: Okay. And who is -- will those
discussions be recorded and entered into the record?
And who"s going to be doing -- who will capture the
comments In those group discussions?

MS. DILLEY: I believe the people at the
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sites, right, the -- 1s 1t at the FSIS offices? Yeah,
capturing and then forwarding them to the site, the
e-mail address that also 1i1s how we"re Tielding
questions.

MS. NESTOR: Okay. So FSIS management 1is
going to be recording the comments?

MS. DILLEY: Yes.

MS. NESTOR: Second question, do we know how
many inspectors are at those sites? What"s the
breakdown of iInspectors versus managers at those FSIS
sites or will the agency be keeping a record of that?

MS. DILLEY: In terms of who all 1is
participating?

MS. NESTOR: Yes.

MS. DILLEY: Yeah, they needed to register
and 1 believe they"re capturing names and affiliation
of people who are participating at those sites.

COURT REPORTER: You need to 1identify
yourself for the record.

MS. DILLEY: Yeah.

MS. NESTOR: Do I need to go to the mic for
that?
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MS. DILLEY: You can just --

MS. NESTOR: Felicia Nestor with Food and
Water Watch.

MS. DILLEY: Thank you. Felicia Nestor with
Food and Water Watch. Thank you.

Any other questions, comments, at this
point?

(No response.)

MS. DILLEY: Okay. All right. Then I will
turn back to Dr. Masters.

DR. MASTERS: Thank you, Abby. We"re
verifying we have the right presentation for the
Netcast participants.

I appreciate Lisa joining In at the last
moment to help with slides.

Today we will begin discussing how we can
measure risk In order to implement a more robust risk-
based system, but before we delve into this
discussion, 1 would like to acknowledge that we have
been exploring the risk-based approach since before
2000. The most significant milestone by the Agency
was the i1mplementation of HACCP. We have also
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implemented many forms of risk-based pathogen controls
that 1 will address shortly. But you may have also
heard about the risk-based strategies for processing
inspection by the Agency under different names, like
processing iInspection optimization systems or PIOS,
hazard control coefficients, the HCC, and hazard
coefficients or the HC.

I want to make clear that since that time,
our thinking has evolved with lessons learned at each
step. The current risk-based inspection system we are
developing reflects that evolution.

As | mentioned, FSIS has already made
progress toward a risk-based approach to food safety,
especially with regard to pathogen control. One
example, i1s FSIS®™ verification sampling program for
listeria monocytogenes. Under this initiative, FSIS
tailors its verification activities to the
interventions that a plant chooses to adopt and to the
potential for listeria growth in their products.

In other words, FSIS conducts less sampling
in those plants that have the best control for
listeria, and more sampling as well as iIn depth food
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safety assessments i1n the plants that adopt Iless
vigorous control programs.

Based on our progress for listeria, we
announce an 1l-step program that"s a risk-based
strategy for Salmonella in February. The iInitiative
includes concentrating resources at establishments
with higher [levels of Salmonella and changes the
reporting and utilization of FSIS Salmonella
verification test results.

Our goal iIs to further enhance and
strengthen our risk-based approach for pathogen
control. We are currently developing a risk-based
verification strategy for E. coli 0157:H7. This 1s
pending the completion of a baseline study for ground
beef components later this fall.

We are taking this risk-based approach even
further by exploring how we can apply risk-based
concepts to the processing inspection and off-line
slaughter inspection. We envision a system where we
will utilize the data we have to determine the level
of i1nspection at processing plants and off-line
slaughter assignments. This allocation will rely upon
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two measures of risk, iInherent risk, or the measure of
the i1nherent risk posed to public health by each type
of processed meat and poultry product and risk
control, or the measure of the amount of actual risk
control achieved by each establishment.

Today you will hear our best thinking about
the types of public health data we plan to use to make
these risk-based decisions, and we welcome your input
on these 1ideas. For example, what factors would be
appropriate and adequate @ for inclusion in a
mathematical fTormula to determine inspection level?
Pathogen  testing results, certain noncompliance
records, the results of an 1In depth food safety
assessment. How about the number of confirmed
illnesses tied to specific products? Within a plant,
could different processes be assigned a different
level of inspection?

These are questions that we are now
exploring, and these are questions that we will be
exploring when we talk about the specific papers later
this morning.

Tomorrow, we will begin discussing
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implementation of risk-based inspection, focusing on
how 1nherent product risk and establishment risk
control are tied together. In a few minutes,
Dr. Raymond will share some of his thoughts on how
this might look conceptually. We will be seeking your
input on specific questions iIn this area as well.

But for now, let"s step back and look more
broadly for a moment at the Agency"s overall vision
for our more robust risk-based iInspection system. Our
risk-based approach must and will be driven by data.
We are building a public health data infrastructure to
enable us to collect the data that we need, analyze
that data and respond to that data In a way that
protects public health. We need to get the right data
to the right people at the right time to make the
right decisions.

Thus, we need to get data and information
flowing seamlessly across the Agency. Data must flow
in real time and be continually analyzed so potential
problems can be detected quickly and resources and be
more efficiently used to protect public health. The
data must be reliable and securely assessable.
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In addition, these data systems must permit
strategic decisions to be more traceable, measurable
and easily audited.

So what does this really mean? As we move
forward as an Agency, we envision a giant fTeedback
loop, 1n which data can be quickly integrated and
analyzed to make effective risk-based decisions 1iIn
areas such as 1i1nspection verification activities,
policies, employee training and outreach to industry
and consumers.

Data entering the system will come from
pathogen testing, in-plant verification, noncompliance
records, food safety assessments, traceable food borne
illness outbreaks, inquiries to our technical service
center, and many other sources, and it will be In one
central warehouse so that it can be accessed from many
sites and for many purposes.

Under our risk-based inspection system, the
in-plant level will be provided by FSIS, will be based
on an algorithm or a mathematical formula derived from
data representing the 1inherent product risk and the
risk control factor. Again, this 1i1s the focus of
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today"s meeting.

However, all of the data that 1 Jjust
mentioned above, the pathogen testing results,
noncompliance records, food safety assessment results,
food born 1illness outbreak i1nformation, are all
potential contributors to this mathematical formula.

However, the Agency will also be using data
more broadly. We will be using data to be proactive
to protect public health beyond the in-plant
inspection level. All Agency decisions will be driven
by data.

I want to share an example to better
illustrate what I"ve been saying. For example, let"s
look at the traditional approach. FSIS learns about a
salmonellosis outbreak from CDC or a state public
health agency. IT available trace back information
implicates a particular establishment, FSIS conducts a
food safety assessment to determine compliance with
all applicable regulatory requirements. FSIS also
takes action against the product and/or establishment
as appropriate.

In a risk-based proactive approach, by being
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able to analyze all of this data together, FSIS will
begin looking at clusters of high risk isolates from
FSIS verification samples to see if they come from a
particular establishment or from a geographic part of
the country. IT they were all from a particular
establishment, FSIS could then initiate a food safety
assessment at that particular establishment before a
potential outbreak occurs, rather than as part of an
investigation of why an outbreak occurred.

IT the cluster of highly pathogenic
serotypes (ph.) was from a particular geographic area,
but no particular establishment had multiple
occurrences, FSIS could i1mmediately schedule more
sampling In the area to determine whether an unusual
prevalence of a high-risk serotype is occurring. FSIS
could do what we"d call Epi trace forward with the
information by working with CDC to try and prevent
outbreaks from occurring. These concepts are iIn part
what FSIS 1s Dbeginning to accomplish with the

Salmonella Federal Register notice that was presented

in February of 2006.
I think 1t"s Important to note that iIn these
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examples, that under our risk-based Inspection system,
the level of inspection verification i1n the plant
would continue to be determined from the mathematical
formula that was based on inherent product risk and
the plant®™s measure to control risk. The additional
data that was used to determine whether to conduct a
food safety assessment was an additional data point
for verification by those trained in the food safety
assessment work methods.

However, FSIS does envision the results of
the food safety assessment, as well as the results of
the Salmonella testing program, would both play an
important factor in the algorithm, that would
determine the 1inspection level iIn the establishment
for the in-plant personnel.

Other examples of more broad use of data
might be calls to our technical service center that
suggests training needs or policy changes. So the
giant fTeedback loop may have a direct or 1iIndirect
impact on the in-plant inspection level.

In our example, i1t ultimately had a direct
effect. We had to do a food safety assessment, and we
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had Salmonella results, both of which ultimately had
an impact on the inspection level at an establishment.

We recognize that our challenge as an Agency
iIs to anticipate and quickly respond to food safety
and food defense challenges before they affect public
health. We know that the only way to accomplish this
i1s through the use of real time data. To this end, we
are replacing dial up connections with high speed
access to all headquarter plants to insure that FSIS
iIs equipped with Ffully integrated real time
communications infrastructure. We anticipate this
will be completed early in 2007.

Through this data infrastructure, the agency
will have the ability to instantly detect and respond
to abnormalities or weaknesses In the system to best
insure Tfood safety and food defense. We must be
proactive in decisions based on data.

To continue our progress, we are using a
transparent and iInclusive process to seek i1nput on a
wide range of issues, such as what factors should be
considered in determining inspection level, and again,
that will be a lot of the focus over the next two
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days.

We have begun to apply concepts already
taken directly from stakeholder comment. For example,
early on, the Agency recognized that not all
noncompliance records posed significant threats to
food safety, and this was validated by many of our
stakeholders. Therefore, FSIS presented this concept
to NACMPI and asked for their thoughts. We received
useful feedback on those NRs that the Agency believes
are appropriate to consider food safety, and we also
received some i1nput from NACMPI on some specific data
analysis we should be doing to validate the i1deas that
the Agency has, and you"ll be hearing more about that
at this meeting as well.

And last November, a subcommittee of NACMPI
recommended a third party approach to assist us to
reach out and gain i1nput from our stakeholders. To
accomplish that, we selected the consulting firm,
RESOLVE, who you met this morning, to help us gain in
put. A NACMPI subcommittee has been providing regular
ongoing guidance, and many of the NACMPl committee 1is
here, and we appreciate the work they"ve been doing.
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Also, 1In order to 1insure transparency and
insure dialogue, we published the two technical papers
measuring establishment risk control for risk-based
inspection and measuring product inherent risk or
risk-based i1nspection back in July. Both those papers
as well as some PowerPoint presentations have been on
our website, they remain on our website, and we
encourage you, If you have not looked at those, to
review those papers. Those are what we"ll be
discussing over the course of the next two days. Our
website 1s up and we"ll continue to take comments on
our website.

As | mentioned earlier, RESOLVE has
conducted issue spotting interviews with our employees
as well as other stakeholders to 1i1dentify crucial
issues and that framed much of the agenda over the
next two days.

We have also engaged with our employees by
holding feedback sessions or focus groups iIn loose
terms. We"ve had town hall meetings both in the field
as well as with conference calls and Netcast meetings.
We"ve also begun inviting members of our employee
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associations to participate at NACMPI. We started
that this spring, and we"re pleased to say that we
have members of our employee organizations at this
meeting, as well they"ll be staying for our NACMPI
later this week.

We also have been publishing articles in our
Agency publications, the News and Notes and the
Beacon, to try and assist getting the information out
for our employees, and so we have been working
diligently to try to engage our employees In a variety
of realm of ways.

And when this meeting Is over, we encourage
all of our stakeholders, our employees, our consumers,
and i1ndustry and other stakeholders to continue to
submit comments to our e-mail address that is at our
risk-based inspection website.

What we do expect to report from RESOLVE on
this stage of what we"re doing with risk-based
inspection in December, we do expect to continue to
engage with RESOLVE and many other aspects of our more
robust risk-based inspection. So we do encourage you
to continue to stay tuned to that website and continue
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to provide us feedback through that process.

We look at this workshop on risk-based
inspection and the NACMPI public meeting which will
follow this meeting on October 12th and 13th, as more
opportunities to Ilisten and gain insight from our
employees, consumers, i1ndustry and other stakeholders,
and we certainly hope everyone will take advantage of
these opportunities because we think this has been a
great process, and we look forward to everyone working
with us through these next few days. We think we all
share the same commitment to improving food safety and
public health, and we look forward to hearing from you

and look forward to a productive few days. Thank you

very much.

(Applause.)

MS. DILLEY: Just to let all of you know, we
weren"t sure -- we knew he was In the car, but we

weren®"t sure where he was. So now he"s here, and we
will give him a second to get himself In here and just
for the remote sites, Dr. Raymond 1is just arriving.
So we are giving him time to actually get in the room
and up to the podium and then we"ll have his
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presentation and then take questions and comments
until 11:00 Eastern Time.

We also, I realized, when 1 looked to my own
packet to look for the PowerPoint slides that they“re
not in there. So we"ll make some copies available and
I believe the presentations will be posted on the
website right after this meeting. So you will have
those available to you.

So I guess we"ll get his slides going so we
have the technical kinks worked out before he starts
his presentation. Good morning.

DR. RAYMOND: Hi.

MS. DILLEY: How are you?

DR. RAYMOND: Good. Ready?

MS. DILLEY: 1711 turn i1t right over to you.
Yep, you"re timing is prefect.

DR. RAYMOND: We try. Really classy. |
Jjust have to say that.

Good morning everybody. I"m sorry I'm a
little late. We had a meeting with the Secretary and
a couple of other people iIn the Federal Government
that make a lot more money than I do, and when they
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ask you to be there at 9:30, you be there at 9:30. So
we"re flexed a little bit but 1 think the rest of the
two days will go uninterrupted, and you"ll have our
due attention.

I know Barbara has already spoken, and 1°ve
read most of her comments, but | just want to echo her
thanks for all of you who have come here for this very
important 2-day meeting, and for all of those who are
joining us at the 30 different locations across the
country for the Net Broadcast. 1 also welcome you and
thank you for your participation.

I don"t think there®s any doubt that this
may be the most important project that we"ve
undertaken since I came on board 15 months ago, and I
do intend to see i1t go through fruition, although by
the time I"m done with my job, 1 know there will still
be changes being made as we learn and go along the
way, as there are with so many. But we do need to
work together to build this more robust risk-based
inspection system of that 1 am certain, and 1 think
most of you are, too, and that is why you are here.

Our current system Is very strong. IT you
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look at our incidents of food-borne i1llnesses and the
reductions since 1998, you have to agree that reducing
E. coli by 29 percent, Listeria by 32 percent and
Campylobacter by 30 percent is an amazing
accomplishment. [It"s an amazing accomplishment. But
if you also look at the numbers very carefully, you"ll
see most of those changes, most of that improvement
was made between 1998 and about 2001, and for some
things like Listeria particularly, we"ve Kkind of
plateaued out for the last four years. E. coli has
plateaued out for the last three years.

Things have kind of stagnated, and we need
to find a better mouth strap. We need to continue to
drive those numbers down because there are too many
people getting i1ll and too many people dying from
food-borne i1llnesses, and that"s what we"re all about
today. We"re not looking for more resources or more
FTEs. We"re trying to take what we have and use those
more wisely and more efficiently, bring the advantage
of the experience we"ve got out there.

Another benefit that 1 think we"ll see
coming from a more robust risk-based inspection 1is
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taking those 7,000 front line inspectors and allowing
them, encouraging them, to wuse their God given
talents, to wuse their scientific knowledge and
background and to gain additional knowledge through
training on how to play more of a key role 1in
protecting the food supply of America, and our
international trading partners also. We need them to

be more active.

I want to -- oh, that"s a face made for
radio.

(Laughter.)

DR. RAYMOND: Can we go -- there we go. Do
we have the ones with A, B, C or just -- i1t makes a
difference. |If we can -- never mind, Lisa, we"ll just
use this. I"m sorry. | had asked Lisa to make some

changes, and 1 didn"t get a chance to see them. She
did exactly what 1 asked. 1 didn"t --

What 1 want to talk about very briefly
today. Some of you have seen this matrix. We call it
a Nona matrix. Nona is Greek for nine. So Bryce
Quick thought we had to have some fancy name on 1i1t.

The Y-axis 1is the inherent product risk,
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which 1s one of the things we"re going to talk a lot
about today. The X-axis 1is establishment risk
control .

Now we"ve been spending a lot of time on
inherent product risk. We"re going to spend a lot of
time the next few days talking about inherent product
risk, and we"re going to take this point here as low
risk. This 1s going to be something like a canned
ham, and the top up there is going to be something
like ground poultry, and that"s part of our job the
next couple of days, i1s to decide where all the 23
different categories of food products will fit into on
that-axis.

And then the X-axis for establishment of
risk control i1s another one that we"re going to spend
a lot of time on today. There"s a lot of debate, a
lot of controversy, and a lot of work put into this.
The Agency kind of stopped what they were doing about
a year ago and kind of revamped i1t, took a different
tact at my request, so we would have something that 1
could sell and 1 could support, and I think we"ve got
that now. The details we"re going to work on this
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week with all of you. But for establishment risk
control, we will wuse things Jlike noncompliance
reports. We will rank noncompliance reports. There
will be some that quite frankly won®"t enter into this
equation because they don"t affect public health.
There®s no risk.

There are others that are extremely risky,
and they may have a heavier weight than the ones that
are moderately risky for public health. We"ll take a
look at things Qlike food safety assessments,
microbiological testing, test results, for which there
iIs no human element to enter that. We"ll take a look
at consumer complaints, food defense plans, recalls,
and many other issues will be brought up the next
couple of days.

Now, for example, my other matrix would have
a plant over there in level 5. That would be a plant
maybe making ground turkey, that has a history of
multiple noncompliance reports being written, had a
couple of NOIEs, maybe it flunked its last Salmonella
set with like 35 percent positive. It just has a bad
record. It shows 1t can"t keep the Salmonella out of
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its poultry, and 1t"s making a high risk product. So
that fits over there in level 5.

Then we"ll take the same product, ground
poultry, and put it up here on level 3, iIn the upper
left-hand corner, because that plant gets very fTew
noncompliance reports. It"s spic and span. It"s
clean. Management, all the way from the owner to the
newest front -- newest processor on the line, they all
believe In HACCP, they all believe in SOP, they all
believe In food quality and food safety, and they
don"t get NRs and their last Salmonella test had 5
percent positive samples, and they"re just a plant you
like to eat chicken from.

Level 1 i1s making canned hams down here, and
that plant also doesn®"t get any NRs and has never had
a recall and has never had a consumer complaint, and
that"s the place where you want to eat meat from. |1
don"t want to eat