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P-R-0-C-E-E-D-1-N-G-S
(9:45 a.m.)

MR. DeMORGAN: I know that the participants
were able to engage In a lot more of the discussion
that is really valuable iIn these types of meetings,
and they"re hard to find when the group is this big.
So hopefully people enjoyed that opportunity and maybe
we"ll have more of those in the future around these
issues. But that was a good discussion.

And what we"re going to do now iIs hear about
the results of those, and clearly one -- 1 think from
what 1 heard, it was logical and In retrospect a good
idea to split and have two groups look at one paper
and two groups look at the other paper first, because
some of the groups didn"t even get to the second
paper, and 1 know in Group 2, we didn"t have enough
time on the second paper. [I"m sure people would have
liked that.

What we"re going to do is we"re going to
spend 10 minutes or so, iIf you need that much time. |1
don"t think 1n every instance you will, 10 minutes
presenting, and we"re going to go Group 1 first, and
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then we"re going to kind of switch order because of a
presenter issue, and go to Group 3, Group 4 and then
Group 2. And then we"ll do the remote sites last. So
we"ll do each of those.

Each one has approximately 15 minutes total.
So the i1dea was you get at least up to 10 minutes to
present, and then 5 minutes for discussion, question,
anybody else iIn the group can offer any additional
thoughts first, and then any questions, discussions,
et cetera, and 1 know for those folks who were 1iIn
Group 2 who didn"t get to talk about the establishment
risk control paper, they may have some -- iIn as much
detail, they may have some additional thoughts they
want to add to the presenters from Groups 3 and 4. So
we" 1l kind of play it by that.

So with that, the first group is going to
be, let"s see -- Jenny Scott, with FPA and that group
looked at product inherent risk. So take i1t away.
Let me get the -- and if you could just go forward.

MS. SCOTT: Good morning. We had some good
discussion in Group 1. We didn"t get through all of
the two sets of questions, but i1t certainly was a rich
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discussion, and time was short enough we didn®"t come
to consensus on everything, but we threw out some good
points for the Agency to consider.

With respect to inherent risk, first of all,
we didn"t feel that we could talk about that without
first commenting on the expert elicitation. And we
thought that this elicitation was a good start, but we
recognized that there were -- there was limited input
here, and we felt that i1t would be appropriate to take
this before another group of experts. So we"d like to
take Dick up on his offer to get Dane involved with
some public health experts and look at this some more.

We also thought that i1f these experts had
been put 1nto a room together, they might have come to
a better agreement on rankings, and they could have
explained their rationale for why they were ranking
things a certain way because we think that they made a
lot of assumptions iIn doing what they did that didn"t
come across iIn the written 1i1nformation that was
presented.

We also think that there are data out there
that maybe can be used to validate these rankings.
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So, for example, i1f we look at some of -- where some
of the illnesses are coming from, iIs that
substantiated by the rankings that they listed.

So getting to the specific question that was
posed as to whether the median was the best score to
use Tfor this, because of the range In numbers,
certainly the median 1s the best measure of central
tendency for what they have now, and we thought we
might get a better picture if they could do something
like normalizing the data, to a scale of say 1 to 100.

There was also consideration given to maybe
they ought to re-look at this. It was proposed that
consideration be given for looking at the Ilikelihood
of the hazard and the severity of the occurrence and
the likelihood of mishandling, and I"m going to come
back to that at the end of this presentation.

It was a little hard for some people to say
whether or not median was the best number to use,
without knowing a little bit about the context in
which the experts made their rankings. So again more
information and maybe getting people into a room to
hash this out would be useful.
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With respect to the second question about
thermally processed, commercially sterile products, we
were iIn total agreement that they should be included
in the list of products, that they are 1inspected
products, but we also felt that because of the
controls that are iIn place there, they really do fit
in as the lowest risk product.

On question 3, we broke this down Into parts
A and B. One related to whether or not the product
was Tfurther processed at another fTederally inspected
establishment, and secondly whether or not 1t was
going to retail.

IT we"re talking about processing product at
another establishment, then we felt that the product
at the initial establishment probably shouldn®t be
inspected as i1f 1t had the higher risk. In most
instances, these products are going to be shipped to
another facility and given another treatment that
would then reduce the risk but maybe this needs to be
addressed on a case-by-case basis.

Other people felt that maybe the best way of
looking at the risk of the product was just when it
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left the door. It"s being shipped, the final
assessment i1s being made, the pre-shipment review was
done, and that"s a product leaving the establishment
and maybe risk was best established there. So again
this is something that i1f we would have had more
discussion, we might have had been able to come to
consensus.

The risk really depended on a number of
factors, included the intended use of the product, the
likelthood of mishandling, and whether or not the
second establishment 1is employing a lethality step.
So that"s why we suggested maybe case by case.

On 3B, with respect to product going to
retail, we were In agreement that the risk of the
product should be assigned based on the product risk
at the plant, without consideration for how it was
going to be treated at retail because the controls and
the oversight at retail are not the same as a
further -- a USDA i1nspected establishment.

On question 4, with respect to translating
the volume data iInto the exposure variable, the group
liked the 1idea of looking at a third access for
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volume. They didn"t think that volume was inherently
part of product risk, and so it possibly could go into
establishment controls or have i1ts own component.

We got into a little bit of the detail on
how this would be assessed at the plant, looking at
the plant profile that establishments fill out 1iIn
estimating the volume on once per year, and that"s
something that would be addressed later with —-
probably with Bobby®*s talk on how this gets
implemented.

On question number 5, accounting for
establishments that produce more than one product. A
lot of people thought that for public health reasons,
it would be iImportant to Mook at the most risky
product and establish the product inherent risk for
that plant based on that. In other iInstances -- but
we need to consider the fact that some of these
products may be produced on an iIntermittent basis, and
it certainly wouldn®t be fair to give a plant a higher
inherent risk ranking based on a product that they
produce maybe once or twice a month. So that needs to
be considered.
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And it was thought the Agency might be able
to flag the production of these low volume, high risk
items, and have inspection in place at that time.

We also felt that they could consider
mapping where all of the products of a plant fell on
the grid and making an assessment on where most of the
products fTall. IT they"re trending towards the
riskier products, then you might consider them higher
risk. IT they"re trending toward the less risky
products, maybe less risk.

Turning to severity. The group was
unanimous iIn agreeing that severity does need to be
factored iInto these equations, particularly as 1t
relates to vulnerable populations. We felt that the
Agency has a lot of experience 1iIn doing risk
assessments and the experts on staff who can help them
with this, and CDC has some data related to illnesses
that could be used In assessing severity. This might
be a factor that would be used to adjust the initial
rankings.

We also thought In looking at the responses
from the experts in the elicitation, that some of them
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probably did consider severity in making some of their
assessments, and this might be why there"s some high
numbers for raw products.

Turning to the establishment risk control
which we addressed very quickly, on whether or not the
components were -- that were listed around that circle
were the right components and all needed to be
included, we were 1In unanimous agreement that Tfood
defense should not be a factor i1n determining how to
allocate inspector resources. We did feel that this
was a very important item for plants to address, but
it should not be part of the system design here.

The other components iIn general seem
appropriate but there was some concern expressed about
the data that support them, and wanting to see a bit
more i1nformation about that, and I think we"re going
to see some of that today.

On question number 2, whether or not the
components should be weighted. Comments were made
that 1f you don"t have data that accurately reflects
reality, then 1it"s hard to make an accurate
determination of risk, and i1t was hard to answer this
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question because there were some concerns expressed
about the reliability of the data for the individual
components, but 1t was iIn general felt that pathogen
control data are likely to be more objective and
certainly are clearly tied to public health impact,
and that FSIS may actually be Hlimiting itself 1if
industry data did not play a role in consideration
here.

We also felt very strongly that system
design had a more iImportant role than some of the
others, could be a fairly objective measurement, and
ifT validated interventions are part of the system
design, then the design should be weighted higher
because of public health impact.

With respect to other useful information for
this exercise, we certainly felt the public health
data were very important, and 1t might be possible to
sync these up with geographic data. The data needs to
tie to a system to indicate a decrease i1n food-borne
illness.

We also considered that attribution data
from CDC and the Agency are very important, and they
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may  figure into both inherent risk and the
establishment risk control.

On other ways than FSAs to assess the design
of the system, we felt that PBIS data could be used iIn
assessing both design and implementation. We think
It"s important to capture some of the positive aspects
that are iIn PBIS, not just the negative aspects as
captured iIn NRs. We thought that information from
local iInspectors and supervisors and management
personnel could be useful, and 1t might be possible to
integrate some third party audits in there, like using
industry data. That would be a little complicated but
certainly it"s a tool that can and should be used
where available.

Whether the NRs are inclusive, we think that
NRs need to be looked at very carefully. We need to
focus on the NRs that are being used, and recognize
that even within specific areas where generally they
would be considered important, they need to be
specifically tailored to be food safety related. Some
are clearly more food safety related than others.

And on the look-back period, there was
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discussion on whether or not it should be a year
because of accounting for seasonality. We certainly
felt that this ought to be a rolling window, that with
an automated system, it would be possible to update
the data on plants and reassess where they stood on an
ongoing basis, and certainly we wanted to make sure
that 1f a plant implements new technology that has a
pathogen reduction effect, then i1t would be iImportant
to make sure that this plant i1sn"t stuck with the
rating that they had before they implemented this
intervention. And also In considering with a one year
design, that clearly data from more recent periods are
more significant than data from a year ago.

And finally 1 said 1 would come back to this
inherent risk index that was discussed, 1t was
suggested that there would be this Hlikelihood of a
food safety hazard, the severity of the hazard, the
likelithood of consumer mishandling and the volume
factor that all could be ranked on a 1 to 10 scale.
It was recognized that this goes beyond simply product
inherent risk across the entire system. It is
probably more of a plant specific situation, but iIt"s
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something for the Agency to consider.

Any comments from the group about anything I
left out? Mike.

MR. KOWALCYK: Michael Kowalcyk with Safe
Tables Our Priority. I think going back to the
question of NRs, we wanted to get through all the
questions during our allotted time, and 1 just want
the group to understand that we spent very little time
talking about NRs and that there really 1s no
consensus, and that®"s something that really needs to
be looked at seriously.

Also In the look-back period, there was some
valid points raised about new interventions that are
introduced let"s say three months ago and not
penalizing an establishment for things that happened
10 months ago.

For lack of detail into what the model would
actually 1look Ulike, you would maybe -- you could
expect some type of recency component iIn any
predictive model, i1f we"re talking about a predictive
model and that should capture that. So 1 guess
looking at the data structure, when the Agency is
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looking at putting together this database, dates would
certainly be an iImportant aspect of that because you
should be able to utilize recency. So 1 think that
kind of begs further analysis into how this model
would be specified.

MS. SCOTT: So being very transparent as to
the algorithms that are developed is very important.

MR. KOWALCYK: Absolutely.

MS. SCOTT: Okay. Anyone else have any
questions or comments?

(No response.)

MS. SCOTT: Thank you.

MR. DeMORGAN: Great. Quick round of
applause for group one.

(Applause.)

MR. DeMORGAN: Thanks very much. So 1 know
that the group was asked i1f they had any other
comments. Anybody else have a question or reaction at
this point? |1 mean 1 think at some level obviously it
will be helpful to go through all of them.

UNIDENTIFIED SPEAKER: Will the findings of
all the groups be available?
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MR. DeMORGAN: Pardon me.

UNIDENTIFIED SPEAKER: Will the findings of
all the groups be available?

MR. DeMORGAN: Yeah, the results of these
will be iIn the summary, exactly what format that will
be, but these -- 1 mean these are all on the web
already for the Webcast folks. So whoever is on for
those folks will be made available.

Okay . We did have the Group 2 presenters
come or our second presenter was able to make it. So
what I think we"ll do is just because they~"re focusing
on that first paper as well, let"s have them go next,
and then we"ll go to Groups 3 and 4. So we have two
presenters for this group, and i1t"s Barbara Kowalcyk
and Craig Henry. So let me just get this up. And if
you guys could use the forward arrow.

MS. KOWALCYK: As Paul said, we"re from the
second group, and we"ll be alternating slides. We
spent most of our time on the first paper, and as Paul
said, we really didn"t get too much discussion on the
second paper but did a little bit.

In response to question one under product
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inherent risk, there was a lot of desire from the
group to re-examine the ranking, and specifically for
the expert elicitation. You know, was everybody using
the same scale, the same science when they were
determining their rankings, when they were doing the
expert elicitation. There was a lot of feeling from
the group that there was some problems with
assumptions. Was it really correct to remove severity
from the analysis and only consider healthy
populations? The other question that kept coming up
was, was the expertise represented broad enough?
Should other groups have been consulted, and how would
that have happened? And we also wondered why the
paper did not iInclude the experts®™ rationale. It
seems that some of the experts did provide their
rationale In the comment section, but others did not,
and i1t would have been useful iInformation.

The other thing that came up In terms of
question 1 and the expert -- well, specifically 1in
using the median ranking, was we weren®"t really sure
what FSIS had done to validate the median? Was this
really a good surrogate to use 1In determining
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rankings, and we weren"t really sure what FSIS
intended to do with that number.

Basically if you®"re going to come up with a
ranking model, you"re going to want to validate that
model and get results to make sure that it iIs a good
approximation toward what is really going on iIn the
workplace. Unfortunately, we don"t really have a
whole lot of mechanisms to get the attribution data
that you would need. In other words, if you are going
to validate, you would want to see 1f those
rankings -- those products are really causing the most
food-borne illness and our highest risk, and really
the group felt that there weren"t a whole lot of
mechanisms in place to get that attribution data.

DR. HENRY: Okay. As far as question 2 1is
concerned, Tairly straightforward, relative to low
acid canned foods, commercial sterile canned product,
if you will, interesting discussion. We had a very
good discussion within the group. Fortunately we had
Dane Bernard in our group who had served, as you know,
as part of the expert elicitation. And 1In this we
ranked i1t, the discussion was the product itself has
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an inherent high risk. However, as noted here, you
must take into consideration the degree of control
with the process that"s generally used throughout the
country. And i1f the process breaks down, then you"re
going to have a major problem. But, you know, 1f you
don"t rank 1t high, then there wouldn"t be any
inspection. That was the other concern.

Well, logically and as we all acknowledged,
you go back and look at either the attribution data or
just look at the instance of i1llness that are arising
from this type of product, and it"s virtually non-
existent which really 1 think attests to the value of
the process and the fact that that process has to be
taken Into consideration when you really look at this
product ultimately at the end of the day.

So that"s something that 1 think the Agency
needs to consider again when you"re looking at product
inherent risk between what comes i1In and what is
actually coming out of the process.

MS. KOWALCYK: For question number 3, did we
need to factor iIn for other establishments? We felt
that it really —-- we did not need -- you do not need
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to factor i1n what happens i1f the product i1s going to
be processed further at other establishments, except
for the assumption in the expert elicitation, page 8,
bullet number 2, that the experts were asked to
actually assume that consumers were going to deal with
it appropriately and there was a lot of feeling in the
group that each plant should really stand alone. How
it was going to be dealt with at another -- further
down the line shouldn®t really play an impact.

And there was another part to this that was
raised, and that was you need to consider physical and
chemical concerns as well as biological concerns when
you look at each one of these plans.

DR. HENRY: Okay . On question 4, which
dealt with a volume 1issue, looking at the volume
issue, there"s an i1mmediate take, well, it should be
one on one, larger volume, Ilarger inspection, and
conversely in the opposite direction. However, you
also need to consider the complexity of the system
that exists out there, and the number of products
within the plant. So there needs to be some type of
weighting that"s going to have to be considered.
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For that question, there was general
agreement 1 think that the minimum amount of
inspection at every plant, dependent upon volume, or
regardless of volume, there should be inspection, and
I don"t think anyone just expects inspection to go
away, If you have a minimal amount or i1If you have a
very, very small plant.

On high-risk levels, like number 5, in this
case, does 1t matter about volume, needing a lot of
inspection. | think more specifically as we discussed
it, that really says 1f you have plant that"s
producing a product with high iInherent risk, and they
have poor controls, then you should have the
appropriate amount or proportional amount of
inspection at that plant which 1 think 1is what
Dr. Raymond alluded to yesterday.

MS. KOWALCYK: In regards to question number
5 which was, you know, i1f a plant was producing
multiple kinds of products, you know, how should they
be ranked. The options that we came up with was to,
one, take the riskiest product and apply to the full
establishment. This would give you the most
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conservative approach in terms of public health. So
if a plant 1s producing three products, and one of
them 1s the highest risk, that"s what should be
applied to the whole establishment.

The other one, the other option that was
discussed was 1f you allocate resources to risk,
suppose a plant is producing three products, and the
highest riskiest product 1is their Ilowest volume,
should that be taken Into account, and then really be
assigned to the whole plant? Of course, you then
bring up cross-contamination issues, the fact that you
have a riskier product in the plant, even though it
may be produced at smaller volumes, you could have
cross-contamination, but those were the two concepts
that we were really getting at in our group.

DR. HENRY: Okay . Stepping from risk and
get more direct to the point of severity. I think
that the severity point was really well aligned and so
much of what we"ve already delivered, 1 think you
heard from Jenny from Group 1, i1t"s almost kind of
like a ditto, but severity shouldn"t have been removed
from the ranking considerations, and the fact is, It"s
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very, very difficult to reconcile 1t no matter how you
approach i1t, especially 1f i1t"s only aligned with the
idea of the product by i1tself.

But i1t should have been 1included 1iIn the
first ranking, i1f you would have wanted them to do it,
but because of that difficulty, we think i1t should be
a two-step process. You know, look at the product and
then consider the severity, and i1t"s almost like you
go through the hazard analysis of what i1s the product
you"re producing, and who is it iIntended for, what is
the target population that you“re going for, and when
you do that, then you also must consider, you know,
mixed products, a wide range iIn products such as
supposed you®re using a Tfinished TV dinner or meal
where you"ve got some type of fresh vegetable iIn there
that may have been blanched, as opposed to a TfTully
cooked ready-to-eat chicken or beef type product mixed
into an entrée. So those need to be really properly
broken out and weighted as you go through the process
of trying to bring severity to bear, but It does have
merit here.

MS. KOWALCYK: As 1 said earlier, we did
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have a little bit of time to get to the second paper,
and we really just spend a lot of time on question 1
in the few minutes we had.

Some of the issues that were identified iIn
our group was that there was overlap i1n the wheel,
such as NOIEs and NRs, you could potentially get
doubled up. Somebody might have an NOIE, and then also
get a NR for the same thing. So i1t was kind of —-- 1
think somebody iIn the group used the term double
dipping.

The other thing that really came across
strongly in the group was that we need an accurate
picture of inspection, and there®s a major problem if
inspection 1s not occurring at plants. So that would
put the onus back on FSIS to make sure that there were
appropriate levels of inspection, so that we can get
an accurate picture.

The third issue that was raised was the lack
of consumer iInformation, and there was a concern 1in
the group about what i1t meant to be verified and
validated consumer complaints, and where did food-
borne 1i1llnesses fit into this, and how was this
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defined and what did 1t include? Did i1t really truly
mean that you had to have a traceable product to its
source?

The fourth point is food defense. There was
pretty much consensus in the group that it didn"t need
to be 1included. We weren"t really sure why i1t was
included, and i1f it is iIncluded, it should at least
have a very low priority, which 1 believe the first
group found as well.

Okay . I"m going to skip down and do the
data collection. One thing that we did spend some
time discussing iIn the group was the fact that you are
going to have missing data when you Ilook at the
different spokes on this wheel. And the Agency will
have to come up with a way to factor iIn missing data.

How are they going to handle that?

There®s a variety of ways that you could do
that. A lot of statisticians spend a lot of time
working on that.

You could also improve NRs, the process, the
forms, and 1"m sure for each part of the wheel, to be
more statistically significant. You still need to --
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you want to be able to at the end of the day have all
the data that you needed collected, and the entire
system needs to be a living, breathing thing, that is
that you need to have that continuous loop 1 believe
it was iIn Dr. Masters®™ or Dr. Raymond®s slide show
yesterday, where you have that continuous loop where
you keep fTeeding back and improving the system, and
keep feeding back and improving the system. So this
isn"t just a one shot deal.

DR. HENRY: Jumping back up to subjectivity,
it was just clearly noted, and the Agency has already
acknowledged as well as the NACMPI has recommended,
you know, a re-analysis or evaluation of the NR
system, but because of the subjective, you know, we
acknowledge there is the possibility that you could
have good plants categorized as bad or vice versa,
especially i1f you"re just taking them for face value.
And 1 think stepping forward with that, as the Agency
attempts to analyze those NRs, we try to figure out
which ones are most applicable, and there was some
debate within our group about which ones should be
considered. You know, we just need to be cognizant of
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that because you do want to get the proper attribution
of value from this part of the criteria for any of
these plants going forward.

And 1 guess lastly, we thank Paul for his
help yesterday. He did a great job facilitating, and
certainly did a great job of capturing our bullets for
us. Thank you.

(Applause.)

MR. DeMORGAN: All right. Thank you both.
So anybody from that group want to add anything,
clarification or major points that you think need to
be conveyed at this time?

(No response.)

MR. DeMORGAN: Okay. [Is there any questions
from others to that group? Yes, sir. Name and --

MR. SEWARD: Skip Seward, AMI. When we talk
about severity and in relationship to the product
inherent risk, 1t seems like 1t"s almost a subset
because when you talk about severity, | assume we"re
talking about the specific hazard that may be
associated with that particular product subsequent to
its production or as part of 1ts production. So it
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seems like we sort of missed that point a little bit.
I just want to make i1n my mind, anyway, that"s a
critical parameter that"s almost a subset of the
product depending on the particular hazard that"s
associated with that product.

MR. DeMORGAN: Okay. Any -- okay. Anybody
else? Comments?

(No response.)

MR. DeMORGAN: Okay - Let"s then turn to
Group 3, and this is one of the groups that looked at
establishment risk control. 11l get that one up
here. Just introduce yourself.

MR. REINHARD: My name i1s Bob Reinhard from
Sara Lee, and 1 was asked to get up and speak on
behalf of our group. So I want to thank Brad because
he did a good job as a facilitator and 1 thought we
had some very good dialogue.

We set ours up a little bit different, and
what we did 1s when you see the i1tems that are iIn red,
I"m going to call this there were really no major
objections by any of the stakeholders to what®"s being
said, iInstead of saying that we agreed or that there
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was consensus because little words can make a
different in that, but there were really no major
objections, and 1f 1 do misspeak on anything, or 1if
anybody wants to make a correction in my group, Teel
free to stand up and do 1t.

Looking at the first thing, and our group
only got through establishment risk control. We did
not get to the other part, the X-axis, the other
paper .

The first question was components
appropriate and adequate. It was unanimous 1in the
group or there was consensus or there was what | said
before, 1 guess that there were no real objections,
that food defense really shouldn®"t be a component of
RBI. And then what we have listed underneath this
would be the other comments that were made by
stakeholders and put 1in, food defense should be
examined but not as part of daily inspection process,
handled through other FSIS activities, RBI should
drive food defense.

Another comment that was made on this part
related to components appropriate and adequate was
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that 1n commerce should be rolled into enforcement and
become one component, and a suggestion was made to add
intended use of products as a component.

Another thing that there was no major
objection on was this, and that was that some classes
of consumer complaints, lack supportive data and
instead of can, | want to say may therefore be
unreliable. The group agreed that this may be
difficult to use within the model, and maybe that we
needed to have further discussion on i1t, and that we
needed detailed categories of consumer complaints for
the public.

Should the components be welghted was the
next question, and our group agreed or there wasn"t
any major objection. The answer iIs yes, they do need
to but we were unable to get any further than that
because we needed a little bit more thinking from FSIS
and stakeholders. There would be a lot of questions
on that.

Some comments were that in-commerce findings
were Tood-borne 1i1llness outbreaks should be weighed
more, and food safety system design and implementation
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should be weighed more than other components. And the
weighing should be flexible, enable to iIncorporate new
information, meaning even 1f you —- what I believe was
discussed by this person, was that even if you have a
minor -- a category that"s minorly weighted, and you
have a major 1issue within that category, then the
model would have to be flexible enough for that to be
appropriately handled or vice versa, 1f you had a
category that was heavily weighted, and you had a
minor issue, that that minor issue wouldn®t trump out
because of the weighting. So that the system was not
necessarily a guess a straight line equation of this
is where you fall, but it had to be more fluid than
that.

Establishment risk controls, for FSIS to
consider. I think the group considered food safety
hazards and all food safety interventions in all types
of products should be considered. There was a need to
clearly define what interventions are. Am 1 on the
right one? Yeah. Consider differences in scale among
plants, meaning an intervention in one plant would
have a different scale effect than an iIntervention in
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another, and 1t"s important for the purposes of RBI to
consider interventions. Look at plant data to see
whether i1t supports the process they currently use.

The next question was other ways than FSA to
evidence food safety system design. At this point, 1
think the group had no major objections that FSIS
should use 1i1ndustry data within the RBI model, and
that 1t would strengthen it potentially.

Comments that were made were establishments
collect more data more frequently than FSIS and
sometimes more than regs required. This data needs to
be considered. The next comment that was made was
FSIS collects information, re: establishment®s chosen
control measures and the possibility of a
questionnaire on iImplementation and design, with an
option for industry to provide the data to FSIS and
therefore help differentiate themselves on the X-axis
1T they choose to use that data.

Data sharing could be mandatory was made as
a comment and rewards for good plants and penalties
for bad plants would be how that summarized.

Again, just to restate, the things iIn red
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are what we generally agreed on and then the rest are
just comments underneath those.

More on evaluating food safety system
design. The comment was made that FSAs are expensive
and 1nefficient, and put the burden on FSIS and the
taxpayers, and that some -- the comment was also made
that some plants then gain an economic advantage 1In
essence by consistently skating on the edge of
acceptable was added, and we"ll get that 1In the
record, but I1"1l1 have anything look at this and make
sure there wasn"t anything right -- wrong.

Another comment that was made 1s another
approach is needed. Plants are required to validate
HACCP 1s working, could generate more information
about whether the system i1s working. Establishments
ought to take on costs was one of the comments, and
that was that they require more FSIS oversight because
they"re not doing things correctly, and cost would be
appropriately put to them. And then the next comment
was, IFf a plant does well, you could add incentives.

Others, NRs, we didn"t get into the NR
discussion. We didn"t have enough time is really the
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reason, just for the same reason we didn"t get into
the other axis and the other questions.

Appropriate looking back period, the only
thing that was discussed here was that hold data long
enough to make an adequate assessment and a clear
determination. We didn"t have any other real comments
here because 1 don"t think we were able to go through
all the steps to figure out what that would mean, and
it would take a long time.

Other inputs and comments and these are just
put In here for -- some iIn the form of a question,
some just iIn the form of a comment.

FSIS ought to identify 1ts own weak spots;
need to include i1nput and expertise of iInspectors in
the development of RBI; 1inspectors should not get
involved with out-of-plant/in-commerce Tfindings; may
not be a penalty to be inspected more, 1iIt"s a
reallocation. Inspection could get decreased i1f you
were doing a good job. FSIS might need to go back to
Congress to gain authority over shipping decisions,
and I"m not quite sure of the specifics on that. So
1T anyone i1n the group wants to comment, they can.
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Then a couple of questions. What does iIn-
commerce mean? Will there be an appeal process for
levels assigned to an establishment? And will there
be a venue or vehicle for expedited re-assessment?
Which 1 think some of the other groups talked about
what that would be, either If there was an event or
there was a new iIntervention.

So does anybody In my group have anything to
clarify or to comment on?

UNIDENTIFIED SPEAKER: I thought you did a
fairly good job of capturing some of the things that
we TfTocused on. We looked at as many of the big
pictures issues as we did as a detail, would be one
thing that 1 think we should have, you know, brought
to the attention.

The other thing i1s that when you"re trying
to talk about the specific questions as to what did 1
and some of the consumer representatives there Teel
was really, really important, we TfTelt 1t was
significant that the Agency does not always have the
authority that it needs to carry out some of the jobs
iIt"s required to do. And that was what that one
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comment was about.

The other thing that 1 think was -- 1 think
was a consensus of the group was that we all felt that
this was a very complex 1issue, the whole, you know,
thing, and that continued discussions of these types
would probably be necessary for bringing the industry
and the Government and the consumer groups iInto a
unified 1dea or approach on risk-based iInspection.

MR. DeMORGAN: Anybody else from that group
have any clarification or comments?

(No response.)

MR. DeMORGAN: Okay. Great. Thanks, Bob.

(Applause.)

MR. DeMORGAN: We do have a couple of
questions as well. And jJust to make sure we have
time, we"ll take a couple of minutes but, Felicia, a
question?

MS. NESTOR: Felicia Nestor, Food and Water
Watch. 1 actually have one comment and one question.

I think 1f you"re going to consider industry
data, it has to be mandatory that the industry submits
all 1ts data because we already know that the industry
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can game the system. They take, you know, 10 sample
sets and they report only the data that®"s favorable to
them. So 1 would anticipate that FSIS has to watch
out for that.

The question I have i1s 1 don"t know -- what
did you mean exactly by combining in-commerce and
enforcement in one factor?

MR. REINHARD: well, 1 wouldn"t want to
speak for the group, but since that was mine, 1 can
speak to 1t. The idea would be that the in-commerce
results, 1T there®s a significant event, would lead to
an enforcement action. IT there"s a validated or
verified fTood-borne outbreak, that Ileads to an
enforcement action, therefore iInstead of having a
separate standalone spoke on the wheel to handle that,
you could roll that iIn under enforcement action and
just handle 1t at that level, because what was put
together by FSIS, was to show that they would look at
consumer complaints, they would look at recalls, they
would look at these things, and the issues really let
to, In my opinion, that 1f there was an enforcement
action, and 1t wasn"t done properly or an event
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occurred, that it would make an effect on the rating
on that axis. So that was all. It was jJust a
location question.

MR. DeMORGAN: Thank. Yeah.

MR. KOWALCYK: Michael Kowalcyk from Safe
Tables Our Priority. Bob, I have a couple of
questions.

I think one i1s more directed towards FSIS
relating to industry data. NACMPI was addressing this
issue probably about a year and a half ago about
industry data and what was called a data repository
and we had some pretty lively discussion about how
that would be collected and managed and the legal
ramifications and i1t was really those that are iIn this
room that may have been on that subcommittee that
would recall, 1t was a very complicated issue, and |
guess this 1s a question to the Agency as to what the
status of that process 1is. IT this 1s to be
considered an input into some type of scorecard for
lack of a better word, it would be nice to see an
update, 1If not today, maybe at the committee meeting
later this week.
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Another comment about iIndustry data, it was
mentioned In your presentation about rewarding,
sharing of that information. |1 mean 1 understand -- 1
mean you should encourage all stakeholders to share
information so that we get the best product available.

However, 1f you"re going to wuse a scientific
methodology to come up with a robust scorecard, you
can"t override what the data i1s telling you. The data
should only be what that plant®s process i1s and other
elements that are identified. There shouldn™t be a
flag in there to say, well, Mike"s processing plant
shared data, he gets bumped up 1In score. That should
not be the 1intention of that. That*"s far from
scientific.

Another comment 1s about pathogen testing
data. I know in Group 1, we discussed that, and we
were iIn general agreement that pathogen testing data
iIs -- should be your most objective measure, and if we
require more of it, then that fine, we require more of
it. Was that discussed iIn your group and was it
really mentioned iIn your presentation?

MR. REINHARD: I don"t remember us going
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into the details about pathogen data. |If somebody in
the group has something different than that, there was
not.

MR. DeMORGAN: And I would just note that
there 1s going to be, at some point today, we haven™t
quite figured out the perfect timing, but we*ll figure
that out, and we"ll all know at the same time, and --
but there®"s going to be a presentation on data that
FSIS 1s going to give, that will, 1f not answer all
these questions, at least set the stage for additional
conversation if needed at that time. So our intention
iIs to make sure i1t happens no later than the 2:30 item
which 1s kind of the open, catch basin for kind of key
issues, but 11t might come wup a Hlittle earlier
depending on i1f we have time after the next
presentation, the next two -- there"s still two
presentations to day.

Okay. Thanks to Group 3. Let"s see. So
let"s turn our attention then to Group 4, and again
looking at the establishment risk control paper.
Great. And Mark Schad 1s going to make that
presentation.
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MR. SCHAD: I want to thank the group. We
had a very good discussion, and thank you, Abby, for
facilitating this. We only focused on the established
risk control due to time constraints. We thought we-"d
just concentrate on that and do the best job we could
on that. We discussed the six questions with some
additional questions, 1deas and comments, detail
levels of components, other questions, big picture
issues, command and control roles and responsibility,
data iIntegrity, quantitative and qualitative and how
we got iInto a discussion like that was the question
came up, well, what was the most important parts of
these six pieces of the wheel, i1f you want to call 1t
that, and most of the discussion -- the Tfirst 1item
that came up was the food safety system design, and
that"s how we got into a discussion on the roles of
who was responsible. Was 1t industry? Was 1t
Government? And so like 1 said, we had a lot of
discussion about that.

So question number one, are these six
components appropriate and adequate? We didn"t really
answer that yes or no. We did come up with, there was
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some 1nput on some suggested gaps that there was 1iIn
there. One of them 1is attribution data. Are we
adequately capturing consumer complaints that do not
go to FSIS? There was i1nput in there that there are
some happenings or complaints out there that do not
get reported that FSIS does not know about 1t. For
the plants that do not have pathogen testing programs,
how 1s this considered iInto the equation?

And there was a question that was brought
up, we spend a lot of time on this. The question is,
iT we"re going to use an algorithm or an equation as
the driving concept, should non-quantitative
information be removed, and that had a lot to do with
the food system design or the FSAs. There was some
people i1n the group and 1 thought i1t was logical
input, that 1t"s not a quantitative thing, this food
safety assessment, and we"re trying to apply it into a
quantitative algorithm or formula.

Are some components more important than
others, and how should they be weighted? And, of
course, the answer there was, yes, some are more
important than others and, first of all, we got some
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that we felt were less 1mportant. One is food safety
defense. It"s an important 1issue but should be
minimized as a component iIn this equation. But there
are also many people in the group, just so | can say
that to everybody as a whole, there was many people iIn
the group that said i1t should be eliminated entirely.
But 1 think as a consensus of the group, minimally is
at the very maximum -- that"s a poor choice of word --
minimally at the most.

Okay - Enforcement actions. This 1s an
important issue but can 1t be Tfolded into design
implementation? And the discussion here revolved
about, okay, on these NOIEs and the NRs and stuff like
that, 1f we have a good food safety system, and
there®s good food safety system implementation, isn"t
that taking care a lot of these NOIEs and NRs, that
they should have never happened anyway.

And the comment was made, a lack of
enforcement actions does not equal no food safety
issues or need for review and possible Improvements.

Okay - The question here, some components
more important than others. We pretty much agreed as
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a group that the food safety system design and the
system implementation are very important and should be
closely linked and we really thought those two were
the ones that should be most heavily weighted. Some
think these two components are the most i1mportant.
From these two, the other components will TfTlow. |
remember one person made the comment that instead of
being a circular thing, maybe 1t"s more of a linear
thing, that if the food safety system is a good one,
implemented correctly, then the other ones like
pathogen control and in-commerce Tfindings will take
care of themselves.

So questions that were raised. IT the
algorithm 1i1s key, should qualitative data be used?
That kind of goes back to the question about the food
safety system design and the FSAs. This 1s a
quantitative approach or quantitative -- I"m sorry --
a qualitative evaluation where we"re trying to plug
that into a quantitative algorithm.

How and 1n what way 1is qualitative
information and data factored i1In? Data driven system
is Important and how do we achieve this? And also in
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reviewing only paperwork, NRs, 1s not sufficient.
Need to go into the plants to see what is happening
firsthand. And 1 remember the comment being made
there, there®s nothing like getting that look, hands
on look at the plant.

Are some components more important than
others? Pathogen control and in-commerce components
are also very important, but we did not draw any
conclusions about the relative importance. We focused
more on aspects of these components. Such as on
pathogen control, not all plants have pathogen testing
programs and how is this taken iInto consideration in
the equation? In-commerce, inclusion of attribution
data. Some thought that this data ought to be the
primary driver of the system.

Question 3, is there other useful
information about establishment risk control that FSIS
iIs not considering? And as a group, we answered that
as, yes, the consumer complaints that 1 mentioned
before that were not directed to the FSIS, that the
Agency does not know about, the attribution data, like
such from CDC, and if 1 can refer back to earlier
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slides of question 1, that was the gaps that 1 talked
about earlier, are there other ways besides food
safety assessments to evaluate establishment food
safety system design? And again, we talked about the
discussion that we had on command and control. What
was brought up there that was -- one or two
individuals thought that maybe the Agency should come
in there and just say, here is your HACCP plan and
actually design the HACCP plan for the plant, but the
industry felt and that"s pretty much as a consensus we
came to, 1t"s industry®s responsibility to -- for food
safety and industry knows its plant better than the
Agency does, and so the Agency should be responsible.
So there were discussions on command and
control, whether the current system has too much or
too little, whether a more robust RBI system should
have more or less and the roles and responsibilities
of i1ndustry and Government. Some thing there®"s not
enough command and control iIn the current system, more
should be 1ncorporated, and that industry should
design systems, HACCP and Government should validate,
combination gives consumers more confidence.
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Other things the current system has too much
command and control. It should be reduced, and
industry should have the lead role with designing in-
plant system as if their reputation 1Is at stake.
Their responsibility to produce safe food and product,
and they have the best i1deas for designing the system.
Government should verify the design and validation of
the 1mplementation.

Question 4, are there other ways besides
food safety assessments, to evaluate establishment
food safety system design? Well, we do have the FSAs
already to represent information at hand. 1 remember
the comment being made by one of the members of the
group that the food safety assessments and NRs 1is
something we already have on hand. So let"s —-
whether we like it or not, let"s use those.

There was a discussion of how and when and
in what way quantitative and qualitative data are
considered. I guess you can tell by the group that
that 1ssue kept on coming up. We have qualitative
data out there, and we kept using that example of the
food safety system. How do we plug that Into a
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quantitative algorithm?

IT algorithm 1is driving the baseline of
inspection level, then qualitative information should
be removed. Use only quantitative data that can have
a numerical value. At some point in the evaluation of
establishment food safety system design and
implementation, someone needs to go to the plant and
look at what is happening and data only analysis is
not only adequate. Again, that"s the hands on
approach.

Question 5, are the NRs FSIS i1s considering
public health related inclusive or are there others
that FSIS should be considering? Again, NRs are tools
that represent data in hand, but there was concern
that we do need to speed up the appeal process. Those
of us 1In iIndustry know that when you do appeal a NR,
there are several layers or several steps that you
ultimately can go through, and 1t 1s very time
consuming, and the input here was, is there another
way where we can speed up the appeals process instead
of going through a number of layers, just go through
to a separate portion of the Agency and get the
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decision made one way or the other more quickly. And
one input was, appealed NRs should not be considered
in the equation until 1t 1s resolved.

FSIS 1s on the right track and needs to
evolve the approach more, need to have a clear process
how to determine which NRs are health related and
which are not.

And question 6, what 1s the appropriate
look-back period? Clarification that this represents
a moving window for data collection, perhaps a
baseline could be a year and adjustments can be made
up or down as appropriate based on seasonality, types
of products and I think in the et cetera category we
can put In intervention. So we just discussed this a
little bit. We did get a clarification from Don
Anderson, and we appreciate that, that there should be
like a rolling window and we pretty much as a group
decided on one year, but that would only be looked at
like maybe once a month or maybe we"ll look at some
time period there and just look at the previous 12
months. We would drop off the last -- it we used one
month as an example, we would drop off the last month
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and just look at the most recent 12 months, and then
say a plant did come up with an intervention or change
its food safety system design, then the -- it should
be looked at. That establishment should be looked at
again.

MR. DeMORGAN: Okay. Thanks. Anybody else

from that group want to add anything to what Mark

said?

MS. DONLEY: Yeah, Nancy Donley from STOP.
Is 1t possible, can we get back up the slide -- the
one on the NRs. | just kind of want to make the point

of what was made with all the other groups 1i1s that
there was not necessarily consensus on all these
things, and in ways we have sometimes showed both
sides of the issues, but I would just like to say that
there"s a couple of things, for instance, on this
that, you know, 1 would -- that these were all points
that were made but not necessarily that we all
agreeing upon. I just think that"s pretty important
to point out.

But the one thing that 1 just didn"t quite
make 1t onto this one that 1 do really want to point
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out, and we have -- our discussion was very lively.
We were really broad and all over the place, and 1
really have to congratulate you on getting it onto
slides. 1 was thinking, I couldn™t do that task.

But the one thing with the NRs that 1 kind
of equate i1t right now, is we"ve got a bit of a Swiss
cheese problem. There"s just so many holes right now
in the NR system, and that we"re missing SO0 much
information, and that there really needs to be a
focused look on NRs, how there can be better tracking
of what actually i1s happening, and also the fact that
right now we have an iIncomplete picture because there
are cases when NRs are not being written up. When
they are, they"re iIin a way right now that we can"t
capture the information that"s needed from them, and
this whole thing needs to be looked at a lot more
closely.

MR. DeMORGAN: Anybody else from Group 4, do
you have any comments?

(No response.)

MR. DeMORGAN: Okay. Thanks, Mark.

(Applause.)
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MR. DeMORGAN: Are there any comments or
questions for that group, and I would ask that i1f you
could keep the comments to a minimum only because we
will get to -- when we"ve done all five of the
presentations, we"ll get to overarching i1f there"s
more questions, so just keep them focused. Thanks.

MR. KOWALCYK: Michael Kowalcyk from Safe
Tables Our Priority. I guess that"s been kind of an
overwhelming theme, and 1 don"t want to take too much
time, but the question I have, 1 think It again goes
not to the group to the Agency, and 1 think this is
why the groups are struggling, and 1 think using
qualitative data and putting 11t over iInto a
quantitative model, 1s presenting quite a bit of
difficulty, and the question | had yesterday, what 1is
this data going to look like, and then does that mean
that the FSAs are going to be standardized in such a
way that would make quantitative data a product of
those as well as the NRs? 1 mean right now there"s a
lot of talk about food safety related, non-food safety
related. Well, do we really have enough evidence to
prove that 1f you have a plant that has several non-
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food safety related NRs, there could be some
correlation with a food safety problem downstream.
And 1 think that whole quagmire of taking qualitative
data and moving i1Into the quantitative realm 1is
something that for whatever committee is going to be
charged at looking at this, for us to give our best
products back to the Agency, 1 would hope that the
Agency would provide us with enough information as to
where they plan on going with this.

MR. DeMORGAN: Okay. Great. Thanks. And
again, we will -- as I said, we will have a
presentation on data, and again it may not answer all
of your questions and the other that are out there,
but 1t"1l1 help kick off that conversation about data.
So thank you. Yes.

MS. KOWALCYK: Barbara Kowalcyk, Safe Tables

Our Priority. I just had a question on question
number 4. It seemed like there was -- too bad we
can"t have the slide up, but It seems like -- next

slide I believe. Yes, here.
I didn"t really understand the difference
between the two points except that one group obviously
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thinks there®s not enough command and control, and the
other group thinks there®s too much, but it seems like
there®s almost agreement that the i1ndustry should be
designing the HACCP system and the Government should
be coming In and verifying and validating that. And
it seems like the difference here is how much command
and control does that give the Agency, and 1 was
just -- 1 didn"t know 1f somebody in the group could
give a little bit of feedback, i1f I have that correct.

The other -- this i1s just another comment.
I have 1n question 5, there was -- about NRs, there
was a comment that appealed NRs should not be
considered in the equation until resolved, and 1 would
have real concerns about that just because you could
actually have everyone appealing all their NRs so they
would never get into the system. So that just really
raised a big red flag for me.

MR. DeMORGAN: Okay - So there was a
specific question about the kind of variation between
those two sub-bullets on the question 4 slide, fTirst
one, for those of you iIn that meeting, Is there any
response to that? Or was It just —-
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MS. RICE: 1 was i1n Group 4.

MR. DeMORGAN: Could you just mention your
name?

MS. RICE: Kim Rice. 1 was iIn Group 4 and,
you know, and a quarter to whoever guesses who Is on
which side i1n that debate about command and control,
but there was agreement that industry, 1 believe,
Nancy, you can correct me, but 1 believe there was
agreement that iIndustry is responsible for designing
and implementing their HACCP programs, and that the
Agency should come 1In and verify. The discussion
started with the Agency should provide hazard analysis
for plants, and plants should start from there, and we
discussed that, you know, a hazard analysis 1s based
on a TfTlow diagram, and every plant’s flow 1is
different. And so you can"t walk in and say, okay,
for every poultry slaughterer out there, here i1s the
flow diagram, because not all facilities are set up
the same.

So the hazard analysis has to be based on
the flow, the programs that are in place, et cetera.
It cant simply be the Agency coming In and saying,
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this i1s what your hazard analysis 1s going to look
like. Does that answer your question?

MR. DeMORGAN: Okay. Great. He said yes.

Okay - Thanks to that group again. And
before we move to the presentation on the remote
sites, there was -- we were getting a couple of remote
questions that come in slightly delayed.

So for Group 3, there was a clarification
question. So this is basically what it says. What
was the basis of the comment about an economic
advantage for refusing FSAs? There was a sub-bullet
on, I can"t remember which slide 1t was. So 1s
anybody from that group able to help answer that
question? Bob, any chance? | can bring that slide
real quickly. So i1s anybody from that group able to
answer that question?

MS. RIGGINS: Judy Riggins, OFO. I wasn"t in
the group but I can tell you from experience, 1°m not
aware of any plant having refused a food safety
assessment, and if a plant were to refuse a food
safety assessment, we have tools that we can use to
gain entry in iInstances where we believe that 1It’s
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important to conduct that food safety assessment. So
I"m not sure on what basis that statement was made,
but I just want you to know that as a practice, as an
ongoing practice, we have not had any instances where
a plant refused an FSA.

MR. DeMORGAN: Okay . Thanks for the
clarification. Yes, name and organization.

MS. BUCK: This is Pat Buck.

MR. DeMORGAN: And were you in the group?

MS. BUCK: Yes.

MR. DeMORGAN: Okay. Great.

MS. BUCK: Pat Buck from Safe Tables Our
Priority. And when 1 saw that up, I was a little
confused by 1t myself. Bob assures me that this was a
typo error, and that he says instead of refusing FSAs,
that by consistently skating on the edge of
acceptable.

We had a Hlot of discussion 1In our group
about the 1i1dea that one of the objective goals of
risk-based inspection was to get rid of that bottom 20
percent of the plants that are doing very, very
poorly. | feel very strongly that many of the people
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that are here today from industry are the ones that
are representative of what 1 call the really good
industrial, you know, food producers, and yet we have
to recognize that there i1s that bottom 20 percent and
how does FSIS account for that, and how do they handle
that, and how do we bring them up to snuff.

So one of the things that 1 think out of
that discussion that people were concerned about, was
that there i1s an economic advantage to not following
all of the better safe food practices by industry.
They don"t have to put those other interventions in
place.

MR. DeMORGAN: Great. Thank you for that
clarification and also for the other one as well. So
thanks for the question from the remote site. A very
good question, a good catch i1f you will.

There was one other comment that came iIn
again to Group 3. Brad, do you just want to mention
that?

MR. SPANGLER: This 1s from Glenn Mott,
Gerber Poultry. He submitted this comment. The
implications of the statement, some companies do
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multiple testing and only report the good cannot go
unchal lenged. As strange as it may seem to some,
producers do not stay in business by moving product by
gaining and maintaining -- do not stay iIn business by
moving product but by gaining and maintaining
customers. This 1s done by producing safe, wholesome
and desirable product. It is of great importance for
companies to know their systems and end results iIn
order to produce good product. This would be true
event iIn the absence of PBIS, RBI or any Government
intervention.

MR. DeMORGAN: Okay. Great. Thanks. So
anything -- any comments on that? Somebody"s already
stood up, and then we"re going to move to the remote

site”s presentation. Yeah.

MR. REINHARD: I*m Bob Reinhard. Sara Lee
Corporation. These were just comments by different
people 1In the group and stakeholders. They weren®t

necessarily something that everyone or anyone else
agreed with iIn that. So the comments then that were
made were made by that individual, and 1f they"d like
to address 1t, they can, but 1 just wanted to make
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sure that that®"s known. Everything underneath our
bullet points besides those things in red, which there
was some kind of no objection to as | said before, is
then just a comment by any of the stakeholders iIn the
room, and just listed directly as that.

MR. DeMORGAN: And 1 don"t think that that
was 1In response to the presentation, but to a
subsequent comment to your presentation. So the point
taken though. 1 think that"s important to recognize.

MS. BUCK: This isn"t —-

MR. DeMORGAN: Pat.

MS. BUCK: Yes, Pat Buck from Safe Tables
Our Priority. He handled that very well, but I think
the other thing that FSIS should take iInto account, 1
like the presentation that Group 2 did where they had
two different people from the presentation working
together to put out the i1deas. | thought i1t was bit
much for one person to have to capture, you know, the
whole thing. And in the future, | would definitely
use two people as a collaborative effort.

MR. DeMORGAN: Okay . Thank you. Okay.
Let"s move on then. We have one final presentation.
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As we said, we did receive answers to the questions
from four remote sites. So for all of you out there
on the web, we really appreciate that. And what we
did was rather than try to summarize and put iInto
place slides that iIncorporated, because they weren®t
as iIn depth of the written responses, 1°m sure the
conversations were very good. And Abby Dilley 1is
going to kind of walk through this for you relatively
quickly, and then we"ll spend the remaining time kind
of talking about common themes. So --

MS. DILLEY: Just again, obviously 1 can"t
elaborate on these because 1 didn"t have an
opportunity to ask for questions of clarification, and
hopefully I1"ve just captured and compiled the comments
as they came in.

Okay. So there were three sites that sent
in reports. In Springdale, Arkansas, they did two
small group discussions and send In two reports which
iIs great. And Chicago and Palmyra, Pennsylvania also
send 1In reports. So that"s where this information
came from. And just to walk through the questions.
All of the groups discussed both papers.
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So on the alternative to using the median
scores, just consider throwing out the outliers. Plant
historical data should be used. NRs should not be
used because they are too subjective.

Moving forward, data should drive inherent
risk. Weight of each factor should be known. Need to
base 1i1nherent risk algorithms more on data than on
compliance.

On question 2, 1i1n terms of how should
thermally processed, commercially sterile products be
considered? A couple of questions. How will low
water activity, shelf stable products fit into this
range of species/process and what values will they be
given? This category should be considered in the
lowest risk, level 1, and two comments along those
lines from different groups. These products should be
considered GRAS. Should be 1included by 1its own
species/process.

Okay. Question 3, 1f further processing is
conducted, how should this be considered. Consider
the 1i1nherent risk of product as shipped from
establish. Each facility should stand on its own.
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Again, this echoes some of the other comments from
other groups. Retails should stand on 1its own.
Retail, sorry, should stand on i1ts own. The further
from the producer, the higher the risk. Risk should
be part of the calculation for the establishment that
is doing the further processing.

And obviously I"m reading these directly but
I just want to make sure that the remote sites know
that they®"ve got the slides as well. 1 just want to
go through and highlight them.

Translate volume data by product group and
process. Weight factors by species, product and type.
Depends on each produce produced and with good HACCP
plans with good critical control points. Take it out
of the algorithm. Consider i1t as a apparently factor
and triangulate i1t with X and Y axes. I think that
was also suggested yesterday, came up Yyesterday in
some of the discussion.

Question 5, how should establishments that
produce multiple products, how should that be
considered? By product group. That came up in two of
the reports. The median approach is the most
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practical. IT the worst case scenario iIs used, it
needs to be modified by frequency of production and
volume, or a third approach would be to go to the
product production or slaughter 1i1n the greatest
volume.

Weight risk scores based on annual
production by product type, and give examples.

How should we account for severity? Should
be paired up with exposure proxy in some way. Another
comment was do not need to consider severity of
illness. See each type of meat or poultry products at
this time, and then another comment, a political
issue, give a strong push to E. colr 0157:H7.

Appropriate and adequate -- we"ll shift to
the second paper. Six components and whether they"re
appropriate and adequate. NRs should not be a
weighted factor because they are subjective opinions.

Okay for now. Perhaps 1i1nclude some training for
industry, FSIS and consumers. Components are
appropriate and adequate. Another comment, although
important, food defense does not seem appropriate in
this category. Need to be careful about including
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enforcement action after an EA. An establishment
often adopts better food safety controls.

Weighted more than others, that question.
Appeals should be considered fully before utilizing
the equation. One view Is that food safety design and
food safety implementation are the two most important.
Should consider sampling. Pathogen testing is part of
system design rather than a separate category.
Decisions should be based on industry and FSIS
agreement. Pathogen control and system design are the
most important. I missed that one. It said to
compile it but that was also stated up above.
Pathogen control system design, 1in commerce, Tood
defense should have more consideration. So again I™m
trying to lump all these together.

Is there other useful iInformation? In-plant
microbiological testing, third party audits 1if
applicable, and overall comment of let"s keep it
simple. Should add implementation of food safety
system, HACCP deviations and SSOP deficiencies
involving product and contamination.

And then there was a question, in the
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interest to clarify, on page 9 of the presentation
yesterday, what does this mean? FSIS 1s currently
reviewing NRs to validate these categories, and just a
request for more information on that.

Are there other ways besides FSAs to
evaluate establishment food safety system design? The
current FSA method 1i1s becoming very effective and
seems to be working well. Look at end results.
Microbiological data, consumer complaints, for now
okay. NRs should be i1dentified as food safety related
or not. Be careful not to go back to the minor,
major, critical system. Corporate company audits if
applicable and company FSAs.

Question 5, the NRs, noncompliance records
should not be considered at all. Perhaps we should go
back to the minor, major, critical system. Obviously
that was iIn contrast to just before. And we actually
did talk about that in our group as well. No, there
are not other considerations other than public health
related NRs for FSIS to consider.

And then finally, what 1s an appropriate
look-back period? A one year look-back period would
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smooth out Tfluctuations. This would require an
assessment of a one year period"s records. It may
have a considerable Impact on the time i1t takes to do
an assessment. One year seems to be a common theme
here with different explanations for that. It takes
into account seasonality. There were two comments
along those lines, and then at least one year on the
shelf life date, 1f 1t 1s longer. So | believe that
was the end.

So hopefully remote sites, we have captured
appropriate your comments on the two papers and thanks
again for submitting them.

MR. DeMORGAN: Okay. Any -- recognizing you
can"t really ask any questions directly, any comments
or reactions to that just right off the top of your
head?

(No response.)

MR. DeMORGAN: Okay. So 1it"s about 11:00,
just a little bit. We"ve got until 11:15. So we"ve
got about 15 minutes here to kind of just -- | mean
clearly from my perspective at least, you know, it"s a
little bit difficult without having the slides iIn
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front of me and looking at all five of them and kind
of seeing what --

MS. DONLEY: Can 1 ask a basic question?
Sorry. Regarding --

MR. DeMORGAN:  Would you mention your name
please?

MS. DONLEY: Nancy Donley, sorry. Nancy
Donley from STOP. The small groups, the off sites, do
we know, 1 can kind of guess In some cases, but do we
know what the make up was of these small groups? Is
there some way we can --

MR. DeMORGAN: At present we don"t. We know
that there were 23 remote locations that were signed
up, and 1"m fairly certain that that"s the number, and
then we will be getting information on the
participants from each of those but we don"t have it
right now.

MS. DONLEY: If it"s 1 or 20 or if 1t"s --

MR. DeMORGAN: Yeah. Either the number or
the specific individuals but we"re getting that
information. Yeah. So it will be available.

MR. SPANGLER: --
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MR. DeMORGAN: Okay. Related to the remote
presentations?

MR. SPANGLER: Yes.

MR. DeMORGAN: Okay. So we"ll turn to Brad
to just offer some of the comments that are coming 1In
from the remote locations.

MR. SPANGLER: I"m not exactly sure -- this
is from Palmyra. The comment is that you stated our
position wrong. We feel that minor, major and
critical should be used.

MR. DeMORGAN: Okay. So i1t was stated both
ways. So --

MR. SPANGLER: I"m not sure 1If It was part
of the record.

MR. DeMORGAN: Well, 1 think just to be
clear for you and for the remote, we did not do any
editing. We just -- we got four reports sent to us
under each of the questions. We pulled that
information, put it on the list. So while one group
may have said and we saw that, one group did say they
shouldn®*t be and one group did say they should. So
that may clarify -- he may have sent it as soon as it
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was said. So --

MR. SPANGLER: And 1 would like to remind
the Net meeting participants, to please include your
name, e-mail and Jlocation when you send comments.
Thank you.

MR. DeMORGAN: 1Is that 1t? Okay. Okay. So
as | was saying, i1t"s a little difficult without all
the slides and eventually you®"ll see those i1n hard
copy 1f you want, and obviously FSIS will be that and
will be using i1t in the context of our report, but
clearly there were some common, you know, I don"t want
to say themes necessarily, but some common areas where
there seemed to be some agreement around iIssues.
There definitely seemed to be agreement around some
concerns that were out there, and 1 would say there
also seemed to be some agreement around suggestions
for FSIS to consider, to address those concerns. So
from our perspective as the facilitation team, that"s
one of the key things that we"re hoping to get out of
this, 1s to understand where there"s any kind of
agreement about things that FSIS might want to
consider to do, to address the broad concerns that
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people have. 1t"s only one of the things, but i1t did
seem as 1If though there were some of those.

And 1 guess what we"d like to do in the last
10 minutes or so, before we break, Is just see iIf any
of you have, now that you“ve heard Tfive sets of
presentations, any observations about common themes or
suggestions, et cetera, that you thought were
particularly interesting or iInstructive that you may
not have been thinking about when you walked into the
room yesterday morning.

DR. HENRY: Craig Henry, Food Products
Association. 1 think that as you alluded to already,
Paul, that I see at this point for the process that
was i1ntended with this public meeting, that there is
now a lot of fingerprints all over the concept and the
potential value of moving with risk-based inspection.
We have a lot of stakeholders with concerns on various
issues about parts of the process.

Certainly the expert elicitation can be
enhanced. The foundation is there, and i1t needs to be
tweaked. So you get a few more puts of iInput.

I think one thing that certainly stands out
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through all five groups almost was that food defense
just doesn"t quite Ffit this model wunder these
circumstances, and that"s something that the Agency
can move forward with. But the path forward certainly
becomes a little more clear now that we have the input
from so many of the stakeholders both here as well as
what®"s on line.

So I think to see what the i1mplementation
phase might look like to FSIS is going to be excellent
for this afternoon, but hats off to the facilitation
team, and hats off to the Agency for, you Kknow,
establishing this meeting and allow total stakeholder
input to make the process a little more transparent.
Thank you.

MR.  DeMORGAN: Okay . Thanks. And
recognizing that we will be having more conversations
about the data piece which 1 understand is a big
question and concern and issue that people have some

ideas and thoughts about. Yes.

MS. SCOTT: Jenny Scott, Food Products
Association. One comment was made in one of the
presentations and 1 want to come back to that. |
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thought 1t was very interesting, and 1 don"t think we
fully considered that. Maybe the Agency should take a
closer look at that.

We"ve all struggled with how to give an
inherent risk rating for product in a plant that is
producing multiple products. And one of the groups
suggested weighting the risk scores by the product,
the type and the volume and putting some other things
in there, but basically not just coming to the lowest
denominator 1in there. And 1 think that that bears
some iInvestigation, and see how that would work 1in
some of these plants that, you know, certainly you
could give more weighting to higher risk products but
certainly maybe plants shouldn®t drop to that lowest
level or the highest risk.

MR. DeMORGAN: Okay. Yeah.

MS. ESKIN: Sandra Eskin. I"m one of the
Consumer Reps Advisory Committee. I just wanted to
add to the comment that was first made about sort of
where we"re at. I would differ to some degree to
saying that the expert elicitation just needs to be
tweaked. 1 think there®s a lot more that needs to be
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done, and 1 think there are other 1issues not only
around i1nherent risk but also obviously establishment
control. Again, the last Advisory Committee meeting,
the Committee specifically directed or asked FSIS to
go back and undertake a comprehensive review of the
NRs and that"s been discussed here. 1"11 be curious
to see how much progress has been made to date on that
tomorrow at our meeting.

But again, while we"ve had an opportunity to
identify lots of issues, spot lots of issues, | think
we are not ready yet to move forward and a lot more
work needs to be done.

MR. DeMORGAN: Okay. Thank you. Yeah.

MS. KOWALCYK: Barbara Kowalcyk, Safe Tables
Our Priority. | would like to echo Sandy®"s comments.
The thing that struck me was that we were raising just
as many questions as we were answering.

The other thing that kind of struck me 1is
that several groups brought up the gap of lack of
attribution data as a gap In the system, and It seems
to me that getting that attributions data 1nput,
collecting i1t, and insuring the validity of 1t, and
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making sure it"s a comprehensive database i1s going to
take an awful lot of work and an awful lot of time.
The third point I wanted to do is kind of follow up on
Jenny Scott"s comment. IT you"re going to take this
from a public health approach, where you"re going to
really put public health as a priority in developing a
risk-based inspection, you would want to assume the
worst case scenario iIn terms of highest risk product
because that has the most potential to Impact public
health.

MR. DeMORGAN: Thanks. Sir.

DR. BLAIR: Joe Blair with the HACCP
Consulting Group. While I agree that we should use as
much quantitative data as possible, | don"t think we
can totally neglect to look at some of the qualitative
data. We can"t throw that baby completely out with
the bath.

MR. DeMORGAN: Okay. Good. So 1 think 1
would also just note that the range of data questions
I think is going to help i1n terms of both the
presentation of that and then framing up the
conversation of i1t as needed. So -- yes.
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MS. MUCKLOW: Rosemary Mucklow, National
Meat Association. 1 would certainly echo the comments
made by Dr. Craig Henry and when 1 came 1In here
yesterday morning, 1 thought, oh, you know, what"s

this going to be, and I do commend the Agency and its
staff expertise yesterday and the way in which RESOLVE
has helped to bring all of this into a large landscape
picture, and 1 think that has been significantly
helpful.

One of the things that we have not maybe
raised i1s that some of the smallest official
establishments under USDA iInspection make a large
range of products with various risks. Some of the
largest facilities are dedicated to a single product
with one level of risk. We have huge variability out
there among different kinds of establishments iIn terms
of what they are producing as safe food, and that"s
one of the -- 1 didn"t see us raise that question this
morning, and 1t is again significant that the Agency
has dedicated resources iIn i1ts outreach to small and
very small facilities, and as that progresses, we"re
going to -- they"re going to learn a great deal more

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

313

and have more information about the complexity of many
of the very small operations, and how they fit iInto
this magical matrix, but you®ve certainly given us a
great deal of food for thought, and thank you for the
dedicated work.

MR. DeMORGAN: Okay. Maybe one last, maybe
two 1T someone else but -- yeah.

MS. NESTOR: Felicia Nestor, Food and Water
Watch. I just also want to take 1issue with the
concept that because we"re all here, we all have our
fingerprints on this. For my part, 1°ve been at the
National Advisory Committee meetings and asking
questions at those meetings. I"ve been asking
questions i1n the monthly meetings with FSIS, and have
yet to get satisfactory answers to some of my
questions. So given the fact that this was announced
as a public meeting where the Agency was going to be
announcing some things about RBI, a good portion of
the reason that | am here i1s iIn the hope that we might
actually get some substantive answers to some of these
questions.

So, you know, while 1 think i1t"s important
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that we"re all participating and raising issues, |
wouldn®"t -- 1 think it would be a mistake to interpret
our presence as, you know, that we are fully iInvested
in the Agency®s plan to push this thing ahead rapidly.

MR. DeMORGAN: Thanks. My sense as a
facilitator i1s that there has been, and 1 totally -- 1
understand those points and other ones made 1in
response to the fingerprints question. 1 think It 1is
clear that a lot of useful questions have been raised,
some across the board, by all -- in essence by almost
all the stakeholders raising the same questions. And
in some 1Instances, giving some potential answers to
FS1S, and really out of any public workshop, the proof
IS In what happens next. And so | think your point"s
well taken. The point that people -- 1t"s great that
people have been willing to engage in the
conversations, small groups in particular, In terms of
conversations here 1i1s a little bit more comment
oriented, and we will get at the end of the day, as
we"ve said, some time to think about, and there may
not be full answers at that time, there probably won"t
be fTull answers, but it will just be a discussion

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

315

about what are the appropriate next steps needed
from -- first of all, you"ll hear from FSIS and then
your own comments and thoughts about that.

Okay . Thank you all. The remote groups,
anything from them before we go to the break?

(No response.)

MR. DeMORGAN: They will be with us all day.
So we can build that in If we need to when we get
back.

It"s 11:15. For the sake of staying on
time, and for the folks on the Net, please be back at
11:30. When we come back, we®"ll have a presentation
on implementation before lunch. We"ll then break for
lunch and be back for discussion subsequently. Thank
you.

(Off the record.)

(On the record.)

MS. MUCKLOW: 1 asked if I could just say
something very briefly, not to the issue of the
meeting. Joe Blair, you"re getting In my way.

(Laughter.)

DR. BLAIR: Yes, ma"am.
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MS. MUCKLOW: Thank you. You know, we"re
here to make a lot of observations and to contribute,
and I don"t think there®"s probably a person in this
room who couldn"t give a testimonial to the hardness
of the seat upon which they are sitting. (Laughter.)
The breaks don"t come soon enough. Even for those of
us that are well endowed iIn the rear portion of our
body, they are very hard. 1 would like to point out
to you, that the RESOLVE people are smarter than we
are because i1f you will notice very quietly as | have
noticed, they have padded seats on those Tfirst two
tables. So their little posteriors don"t get nearly
so tired as ours do sitting on the hard seats. Just
wanted to point that out and make sure you all noticed
it.

(Laughter.)

MS. DILLEY: Well, now that 1°ve sat on my
padded seat for a break, 1'm ready to go. So we"ll
keep you here until the 1lunch break, maybe even
longer.

Just a couple of things. I want to note
that apparently some of the remote sites have been
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trying to send reports. We have from the small groups
that we didn"t receive last night, we now have a
report from Jackson and Dallas, right, and just again
to request that i1f you are trying to send something
and you"re sending an e-mail through the live link,
you need to send your e-mail address and your location
so that we can reach you to respond because through
the live link, we don"t have a return -- we can"t just
hit reply. So please do that, and 1f you still have
not been able to get your report through, do that.
What well try to do over lunch i1s add the reports to
the compilation so at least we have i1t all iIn one
place, and make sure we capture those.

There also were a couple of questions that
came iIn from the remote sites, and 1 believe one 1is
very relevant to the next -- well, one was consider
redesigning the FSAs to include scores and therefore
have more significance as quantitative data. So again
coming back to that issue.

The next question Is a good transition into
the next presentation, and some of the discussion
later this afternoon, and the question is, what is
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FS1S* timeline vision for further design and
implementation. And so just to put that out there,
and not to necessarily respond to that right now but
throw that in the mix, as coming from the remote site.
So we want to be sure and capture some of the
questions that are coming from the remote sites.

From now until the lunch break, at 12:15, we
are going to have a presentation by Bobby Palesano to
give preliminary 1i1deas on using risk to direct in-
plant inspection activities and processing
assignments, and then we"ll take -- after his
presentation, we"ll take an opportunity for questions
of clarification and some discussed up until taking a
lunch break.

We do then have time allocated after lunch
to pick that discussed back up should we need up to an
hour. If we don*"t need all that time, we could move
perhaps to the data discussion and presentation, but I
just want to point out that we"ve got a couple of
possibilities and we do have a fair amount of time
allocated for this particular portion of the agenda.
And then we"ll have again some opportunity to come
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back and talk about next steps, and an overview of
some of the two days, and then conclude by 4:30.

So with that, and as you can see, we have up
here Bobby®"s presentation. So here he comes walking
down, and he will give his presentation.

MR.  PALESANO: Thank you. I1"m Bobby
Palesano. I"m with the Policy Office, and 1 have been
given the opportunity to present to you using risk to
direct in-plant processing and off-line slaughter
inspection activities.

Before we start, | need to make you aware
that the presentation that you have in your packet has
been updated a time or two since you received that
information, and that i1s a test of my flexibility and
presentation challenges that 1 have. So just to let
you know, there are some additional slides that have
been added. There are some that have been taken out,
and the reason for some of these revisions i1s because
that we heard some concerns and feedback yesterday,
and we wanted to update that information just to show
that we could.

(Laughter.)
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With that, I would like to say to all of the
folks that are on Netcast, that you do have the
correct presentation, at least 1t was correct at the
time that 1 started.

with that, we will walk through our
preliminary thoughts on this, and 1 would like to
emphasize to you that i1t appeared to some of you that
we had our thoughts Ilaid out quite well 1iIn other
areas. 1 think as we walk through this area, you will
see that this presentation or this particular topic is
very early 1In the design and development. We
encourage your thoughts and comments. Obviously the
way 1 understand the purpose of this meeting IS SO
that we can engage all of the st