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P-R-0-C-E-E-D-1-N-G-S
(9:08 a.m.)

MR. ALMANZA: Okay. This morning we~"re
going to get started with some examples of short-
term solutions on issues that were presented
yesterday afternoon, and our Tfirst presenter 1is
going to be Dr. Karlease Kelly. She®s the Assistant
Administrator i1n the Office of Outreach, Employee
Education and Training. She"s responsible for
Agency-wide efforts to develop the skills and
scientific knowledge of the workforce as well as
conducting outreach activities for small and very
small meat and poultry and egg processors, to help
them enhance their food safety and food defense
systems.

Dr. Kelly has over 13 years of Government
service In USDA. Her experience includes working as
an instructor, a program analyst, Chief of the
Program Analysis Branch of the technical service
center, and more recently the Agent"s chief training
officer, and she®"s a cousin to Colt McCoy, the

number one team in the college rankings. So with
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that, 1 know there"s some -- i1In the room but, hey,
everybody®s got to have their time. Karlease.

DR. KELLY: Thank you. Good morning,
everyone. I know 1 don*t look Ilike Colt, but 1
really am his cousin.

Today we"l1l1 talk about our training program
that we have for FSIS employees on E. coli 0157:H7
sampling. And we"ll also talk about our outreach to
small and very small plants.

So we"ll start with employee training, and
I"m very much looking forward to the dialogue and
questions and feedback following this.

We actually do classroom training for the
consumer safety inspectors and the veterinarians who
collect the E. coli 0157:H7, and they 1iIn the
classroom, employees receive training on all of our
sampling programs 1i1ncluding the raw ground beef
sampling, beef manufacturing trimmings, TFfollow-up
sampling after positive testing results, and testing
components other than trim and imported raw ground
beef. But today 1 think because we have been

interested i1n talking about the N-60 method, we"re
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going to focus on that training.

I also want to back up and kind of give you

a bigger perspective. Employees also have a much
broader training background. We"re not just
teaching them about how to sample product. We"re

teaching them about the Federal Meat Inspection Act.
We"re teaching them about the regulations. We"re
teaching them about plant®s processes, plant®s
interventions, HACCP verification, sanitation
verification. So put this in context. This iIs just
one little piece of the training that they receive,
and we"re just really going to kind of scratch the
surface and see a fTew sample slides from the
training that they receive.

Also, when they®"re out in the field and
they"re going to collect a sample, they“re
instructed by Notice 18-07, which is still an active
and viable notice, they"re iInstructed before they
collect sampling fTor beef manufacturing trimmings
that they must review the training CD. So that"s
something that we want to refresh their thinking

about, remind them about how to collect the sample.
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I"m going to share with you for the next 11
slides just a few excerpts from the CD, the training
CD that we have. |If any of you would be interested
in getting a copy of that CD, if sometime today you
could give me your business card and just make a
note on the back of it, that you want the employee
training CD, 171l make sure that you get a copy of
it so that you can have i1t and review the entire CD.

We" Il just have, like I said, 11 slides out
of that whole CD.

So, you know, first of all, this is going
to give you an idea about the flow of the training.
We review the sample supplies and we talk about the
importance of sanitizing, you know, all of those
supplies. Next we talk about the importance of a
septic sampling and show them exactly some things
that they can do to ensure that.

We also give them a lot of examples and
information on how to collect the sample. We talk
to them about the physical dimensions. I know we
talked this yesterday, the physical dimensions for

collecting the sample. We talk about the amount,
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the 2 pounds, 60 pieces, that they are to collect.
And, we also review more detailed iInstructions on
taking the samples, taking 1t from the top,
collecting the appropriate number, and making sure
that you have 60 pieces.

We also give them some more detailed
instructions about making sure that the samples are
from the surface and that giving them again
something to measure by for themselves, the thumb
size from a practical point of view, that really
does help people.

We also show them through a video, this
video does not have any sound and it won"t be nearly
as nice as the one that Michelle®s going to show you
later, but we do have a very visual workforce, and
sometimes showing them exactly how to do 1t 1is
helpful. So 111 play this video. It"s about 50
seconds long showing exactly how the sample should
be collected, showing how to use the sample supplies
and the fact that they need to select the sample
from different pieces at different locations, and

how to use those supplies. Okay.

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

163

We also review with them how important it
is that they don®"t cut a piece of the sample and
then right underneath that cut another piece of the
sample. We explain to them that any type of meat

underneath the surface would be a sterile type of

surface. That"s not the type of sample that we
want. We want the contamination that might be
present on this surface. That"s what we want to

look at in the sample, to see if we can find any
contamination that might be present. And we also
encourage them not to take a sample from the same
piece over and over again.

We talk to them about how important it is
to take the temperature of the product, and if iIt"s
warmer than 40 degrees, to put it In a bag iIn a
cooler to chill i1t before shipping.

And then we give them instructions on
packing the sample. These are really important
instructions, that they®"re not to wait until the
establishment completes pre-shipment review before

they submit the sample. They really need to collect

it The only intervention that they need to wait
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for 1s any microbiological test results. That would
be the only thing that they would need to wait for.

Then we also instruct them on sealing the
sample properly. We have several methods, kind of a
fail-safe approach to ensure that the sample 1is
secure and that it is -- the seal isn"t broken. So
we give them iInstructions on how to do that.

So that®"s a real brief overview of what"s
in the training. Like I mentioned, 1°d be happy to
give any of you the CD i1f you want to review i1t at
another time.

Now I"m going to talk about our outreach to
small and very small plants. Some of you know that
FSIS has been putting some increased emphasis on
providing training and education resources to the
small and very small plant operators. This 1s one
example of some of the things that we"ve been doing.
The small and very small plants are a very diverse
audience. Those of you who are fTamiliar with them
know that there are a lot of different sizes, a lot
of different ways that these people will get their

information. Some of them only prefer to get it in
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a Tace-to-face fTormat. Some of them are very web
savvy. Some of them would prefer to get i1t In a
printed Tformat. So we"re trying to provide a

variety of approaches to meet their needs.

These examples here are things that we"ve
done on the net and in a face-to-face format. In
face-to-face, we"ve conducted 22 sessions we call
Regulatory Education Sessions. They bring
inspectors and industry together to hear a common
message about the regulations. We think this is a
really good format to get discussion going, get
people on a common ground, common understanding.

And some of you, how many of you have
actually attended one of these sessions? I have a
feeling there®"s some people. Yeah, there"s a fTew
people who actually attended them out in the field
locations.

We"ve been to 20 states, and we"ve reached
almost 400 people talking about these policies. The
mix of the participants tend to be about 60 percent
from plants and about 40 percent from inspection.

When we did this, our regulatory education
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sessions, we reviewed with them the draft compliance
guidelines that are posted on the web today, and
11l give you some samples of some of the things
that we shared with them, and the things that the
trainers have been presenting to them.

We also conducted two net meetings,
educational net meetings. We had about 125 people
present. One of those was done by Dr. Ann
Hollingsworth with the Compliance Guidance that we
had out and published previously. And the other was
by Dr. Kerri Harris, where she talked about a
variety of educational Kkinds of things for risk
management practices, and i1If you"re interested, you
can -- to actually see what was said and hear, you
know, see the slides and hear the presentation, you
can go to our website and you can find those. We"ve
recorded those here. We won"t go there today but
that just shows you that that information 1is
available, not just for the people who sat iIn the
meetings but even today, 1t"s still there.

Now 1*m going to show you about 12 slides

of about 74 that were shared i1In these regulatory
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education meetings so we can give you a sense of
flavor of things that were shared In those meetings.

Before we talk about sampling, we do talk
about just in general the i1mportance of controlling
0157:H7 and how important it is for plants, 1f they
have prerequisite programs, to Tfollow them and to
maintain them. So we do have some preview part to
this, and then we also did review the best practices
that were 1iIn Notice 65-07 that many of you are
familiar with.

Then we start to talk about microbiological
testing and when we talk about this slide, the
trainer talks about how, as we discussed yesterday,
product testing 11n and of itself doesn"t make
products safe, but i1t does provide some evidence for
the producer and others about the effectiveness of
the process. So we"re trying to help them
understand, you know, why would you want to test.
What are some of the benefits and how will this help
you? We also talked to them about the fact that
testing today is not mandated. The plant does not

have to test, but we explain to them that when they
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are producing product, and they are not testing,
there®"s a risk. It s up to them to determine
whether this 1i1s an acceptable risk, but it 1is
something for them to consider, and maybe some of
them haven®t really been aware of this i1n the past.

We talk to them about how iIf they®re going
to do microbiological testing, they need to
understand that O0157:H7"s not going to be evenly
distributed through the process. It"s going to be,
you know, kind of in random places, and it may be
very hard to find, and that"s something that they
have to think about when they"re collecting a
sample.

We give them some information, some basic
layperson®s terms, 1in lay terms about confidence
intervals. That"s kind of a complex topic for
people that may be introduced to sampling for the
first time, but we do explain, you know, you can do
different types of sampling, and depending on how
you"re doing i1t, you will have different levels of
confidence, and again, it"s up to you to decide what

confidence level you want for your establishment®s
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testing program. And we talk to them how It is a
balance between the cost of the sampling and the
risk that they run.

We also share this guidance that"s posted
on the web today about minimum sample frequencies.
Again we emphasize this is guidance, but this does
give them some 1idea about how much they should be
testing, and we talk about the importance of
understanding seasonality, how when the seasons
change, that the prevalence 1increases. When the
prevalence Increases, testing should increase
accordingly. So we explain that concept to them as
well.

We also pose these questions for the plant
to consider when they"re designing a sampling plan
for 0157:H7. Some of those questions would be are
you using any type of intervention? What about your
suppliers? What types of production processes and
interventions are they using? And what about
lotting? So we explain that those are things that
they need to consider.

We also explain to them that if they have a
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testing program fTor source materials and finished
product, that®"s more effective for them than just
one of those programs on their own. And we explain
to them that some of the components that they may be
using iIn their product may be riskier than others.
So they should consider that as part of their
sampling plan as well.

We talk to them about lot size. For some
plants, this is another new concept in terms of how
it relates to sampling. They may understand
lotting, but how it relates to sampling, that"s
something that they need to take into consideration.
We explained that, you know, lots are units of
product that are grouped, and we explain the concept
of affected product, if a sample tests positive and
how a lot of things might go into determining what"s
affected, production practices, number of suppliers,
the sanitation practices, and we give them some
examples of common lotting sizes and some of the,
you know, factors that people might consider in
determining the [lot size because that 1is their

choice about how they would determine that.
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Then we talk to the plant operators about
what they should think about when they®"re going to
select a sampling method, vyou know, we will
eventually get to the fact that, you know, FSIS has
recommended the N-60 method, but we talk about 1f
they"re sampling trim, they need to be looking on
the surface. You know, the Ilessons learned over
the, you know, past few years have told us, that if
we"re not looking on the surface, you know, that"s
not going to maximize the likelihood finding the E.
coli O0157:H7.

We also explained to them that it"s really
important that they randomly select samples from the
product, and we recommend that they Jlook at
different times 1iIn the production process. That
will help them In terms of randomizing their sample
selection.

Then we talk about what is N-60, that we
recommend N-60 for their consideration, that N-60 is
not just 60 portions, but it really is supposed to
represent 60 different points in the production, and

that"s part of what makes 1t a more powerful method.
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So we talk about that in a lot more detail, skipping
over a number of slides.

Then we talk about as we, as we mentioned
yesterday, the importance of selecting the
laboratory because they can do, you know, they can
have great plan. They can have a great sampling
program that they“re implementing, but i1f they send
it to the wrong lab, or the wrong analysis i1s done,
this isn"t, you know, this is the end of, you know,
the effectiveness of the program.

So we talk about how important i1t is for
them to select the right lab, that they need to look
at a lab that has a validated process, and we also
explained to them the concept of enrichment to
detect E. coli 0157:H7 again in very lay terms, and
we give them an example. We recommend they might
want to look at the FSIS testing methods guide that
Emilio referred to yesterday that®"s on the web to
get an idea about what they might be looking at.

Then, of course, we"ve got to talk about
what happens if they get a positive? You know,

right now, they know from a regulatory standpoint
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what will happen, but we explained to them that the
positive result represents very important
information for them to look at about their process.
They need to, as we talked about yesterday, they
need to understand what happened. They need to look
at their process. They need to make some changes in
their process because this i1s information for them,
but they also have to protect public health. We
recommend that they report this to FSIS, this 1is
highly 1mportant, and that we also recommend that
they hold the product.

Then following this, we share with them
FSIS policies and how does the Agency, how does FSIS
collect the N-60 samples, so they can see some of
the things that we"re doing so they can understand,
you know, how things are happening and how things
might have an impact for them.

So that"s a real brief summary, and if you
would like, we also make a resource CD that has all
the 1i1nformation, this presentation and a lot of
other resources on i1t that we hand out to anybody

who comes to this regulatory education meeting. It

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

174

you would like a copy of that CD, i1f you give me
your business card and write on the back of i1t that
you would like the industry CD, 1°d be happy to send
that to you or you can write both, and 171l send
them both to you.

So with that really brief overview, we do
have some next steps planned, and even based on
yesterday®"s meeting, |I°m getting some additional
ideas, but we are constantly reinforcing our N-60
training. We learn, as Emilio was saying, we learn
through what happens at the laboratory, how we can
do things better. So we will be reinforcing our
training. We also have plans, we mentioned
yesterday, how sanitation really i1s the foundation
of, you know, what the genesis of all this is. This
is the foundation, and so there 1is some policy
development underway so that we can reinforce the
importance of sanitary dressing policies, and 1 can
assure you when that comes out, that we will not
only train the workforce reinforcing that, but we"ll
also share that in the regulatory education sessions

that we do with the slaughter operators.
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And Emilio mentioned yesterday that we may
have some new tools, we may have some new methods.
So at anytime that we make some changes, then we"re
going, Yyou know, train the workforce on that, and
we"ll also share that In reg ed sessions about the
changes that we"ve made.

What about for our outreach to small and
very small plants? We will be sharing the video
that you®"re going to see soon that Michelle shows,
the BIFSCO video. I think there®s some really
helpful i1nformation that will encourage the small
and very small plant operators to think about
testing. We also when we finalize the compliance
guidance that Dan talked about yesterday, that"s on
the web, comments are closing In mid-November, we"ll
print that and send it out. We"re not just going to
rely on the fact that i1t"s on the web, and that will
be really good, but we want to actually get it in
people®s hands.

We will be conducting some additional
regulatory education sessions and some net meetings,

but we also want to conduct some detailed how to,
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hands on, a little bit longer than the regulatory
education sessions, a little bit more of a how to
approach. So those are the things that we have
planned for next steps.

I don"t know If you"re taking questions now

or --
MR. ALMANZA: No.
DR. KELLY: Yeah, we"re going to wait until
after we get the presentation from Michelle. Thank
you.

(Applause.)

DR. ENGELJOHN: Thank you, Karlease, and
now I1"m going to ask Michelle Rossman to come
forward and make a presentation. Michelle is the
Director of Beef Safety for the National Cattlemen-®s
Beef Association. She directs a research program
that includes pre and post-harvest research and
dissemination and -- Tfrom BIFSCO. She has a
Master®"s of Science Degree 1In Meat Science from
Colorado State University.

Michelle, thank you for being here today

and making a presentation of what you and the
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industry has done to put together to help industry
on these i1ssues.

MS. ROSSMAN: Good morning. | was asked to
speak this morning regarding N-60 sampling and
training, but 1 would be remiss to focus on one tool
that we have that encompasses the incredible amount
of information and training that we have that really
illustrates the beef iIndustry®"s commitment to
safety.

When 1 found this text from the HACCP fTinal
rule, 1t amazed me how it really does fit, how the
beef industry has addressed beef safety challenges.
Those in control of each segment of the farm to
table continuum bear responsibility for identifying
and preventing or reducing food safety hazards.

We have multiple programs in place that
really do look at the entire continuum from farm to
table, and I°1l1 be sharing all that information with
you this morning.

As 1 go through these programs, they really
fit into three different categories. Research with

data collection and review, technology development
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in collaborative projects, knowledge  transfer.
Obviously all of that data and information that we
collect would be useless to the 1Industry and
wouldn®"t have any effect unless we get iInto the
hands of the right people for application. And then
system implementation through the Beef Industry Food
Safety Council.

So 11l begin with a very brief overview of
research. In the early nineties, when E. coli
0157:H7 showed 1i1tself as a challenge to the safety
of U.S. beef products, we really had to get a focus.
With limited resources, where could we iImmediately
have an i1mpact iIn addressing this challenge? And
when you look at this diagram of the industry, it
really makes a lot of sense to focus on the midpart
of this continuum or the packing, processing
sectors.

In this sector, we have approximately 35
plants who harvest 95 percent of the animals in this
country. So 1t made a lot of sense to begin

focusing on this area of the continuum. This is a

very busy slide, but to begin with, 1°d like you to
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focus on the yellow text. This is a list of all of
the 1i1nterventions that were developed through Beef
Check Off funded research and other research and
implemented by industry.

Across the country today, many of these
interventions are in place In processing plants. We
evaluated them through research, and they“ve been
applied through an incredible commitment by industry
to apply these interventions, and i1t"s an ongoing
commitment. These are i1n place and very effective
in plants today, but we must continue to look for
new tools that we can use iIn the processing of beef
cattle.

All of these tools are applied today in
what®"s called a multiple hurdle technology approach,
and I1*m sure many of you are Tamiliar with this
approach. We stack these interventions sequentially
in processing plants to ensure that we have multiple
opportunities to reduce any possible contamination
on those carcasses.

After successful 1i1mplementation of those

processing interventions, we really needed to take a
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look at where do we move beyond processing, and it
made a lot sense to step back in the farm to table
continuum and take a look at pre-harvest. We know
that carcasses are basically sterile. So where does
that contamination come from on carcasses? And
through initial pre-harvest research, it became very
clear that we needed to develop tools to reduce
contamination on animal hides, the colonization 1iIn
cattle as well as prevalent fecal shedding, that is
how contamination gets onto the hides and that is
how that contamination is brought into plants. So
our focus then turned to the pre-harvest arena to
develop tools for producers to use to reduce
colonization and shedding of E. coli 0157:H7,
therefore reducing the contamination coming into our
processing plants.

So again on this slide, i1f you could focus
on the yellow text, we have over the last several
years really focused in the pre-harvest arena, and
to begin, we needed to do a lot of basic work.
There®s a lot we still don"t know about how E. coli

lives In the environment across the country where
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cattle are raised, but as we"ve collected
information to understand seasonality and
regionality of this pathogen, we have been able to
develop tools that have shown to be effective 1In
research settings, things like live animal washing,
sodium chlorate which could be a feed additive or a
water additive. There are multiple vaccines that
are being tested today, neomycin another feed
additive and direct fed microbials as feed
additives.

Unfortunately, 1 can"t say to you today
that we have approved pre-harvest interventions. We
have been diligently working with both FDA and USDA
to get approval for several interventions that again
have shown to be effective in research settings, but
we have not yet been able to get approval from the
Government to use those. So we will continue to
work very hard so that we can get tools in the hands
of producers and they can play a role in this farm
to table safety continuum.

All of these iInterventions both pre and

post-harvest are vital parts and are hurdles iIn beef

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

182

production and processing, but we have to remember
that there 1s no silver bullet. We will continue to
need to implement the multiple hurdle system. It
doesn"t matter how many pre-harvest tools that we
get approved and are able to use, we"re not going to
take our eye off what"s being done at processing.
It will continue to be a multiple hurdle system and
we need more and more tools to be used throughout
that continuum to address E. coli 0157:H7.

And we must also remember that these
procedures absolutely cannot be applied to replace
good manufacturing practices, proper chilling and
cold chain management throughout the chain and at
the very beginning of the process, sanitary
dressing. Again, this 1s a systems approach and
back to the presentations and conversations we had
yesterday, we really do need to approach this as a
system and as a process.

As 1 said, none of this information would
be useful unless we transferred 1t Into the proper
hands of those who can apply the knowledge and we do

this 1In various ways. We have a lot of printed
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materials that are available. We also have multiple
websites. IT you have any interest iIn seeing the
research that has been conducted through the Beef
Check Off, the site to look at is
www.beefresearch.org. This Is a site that"s used by
industry. We post final reports here so that
industry can immediately see that data and apply
that knowledge in their daily activities.

Now moving onto the Beef Industry Food
Safety Council, BIFSCO was formed in the late 1990s
as a result of ongoing challenges in relation to E.
coli 0157:H7, and industry leaders really saw a need
to get representatives from every single sector
again of that farm to table chain together iIn one
room to talk about how we all can play a part 1in
addressing beef safety challenges. This group 1is
committed to developing industrywide, science-based
strategies to solve our food safety problems. They
address these 1issues by 1identifying, prioritizing
research, and when we do that, that could then be
research that 1is addressed through Beef Check Off

dollars. It could be research addressed through
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USDA via the Agricultural Research Service or other
funding programs that they have. So there®s various
avenues for communicating these research needs and
getting the research completed.

We also focus on developing programs that
can be used by the industry to operate into today"s
business environment, and 11l speak to Dbest
practices In a minute.

We also work to speak with one voice as we
look to regulatory and legislative solutions, to
some of our challenges and 1industry information
programs are also a key component of this group.

BIFSCO 1is primarily fTunded by the Beef
Check Off, but we also have a membership program and
we have a very diverse membership. Our members
include trade associations, universities, companies
representing every sector from farm to fork, so
production, processing, distribution, retail and
foodservice, and also allied industry, iIntervention
suppliers and commercial laboratories all
participate i1n the Beef Industry Food Safety

Council.
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In 2003, we held our first annual meeting,
and this was In response to again ongoing challenges
from E. coli 0157:H7. And our chairman actually
describes this meeting as a Tamily meeting. We
bring together i1ndustry representatives over a two-
day period to sit down and talk very openly about
the challenges that we have addressing food safety
as well as the successes.

We have all decided that food safety is a
non-competitive 1issue. We can learn from our
successes, and we can learn from everyone's
challenges, and 1it"s been an incredible venue for
open sharing and development of new ideas to address
our safety challenges.

Initially, at this 2003 meeting, we saw the
need to develop best practices, to really develop
documents that contain all of the information that
one would need to apply across a safety system and
develop a document for every single segment of that
farm-to-fork continuum. And these best practices
were developed in 2003 and have continued to today.

They are a continued iImprovement process. Obviously
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there"s new knowledge that we gain all the time
about this pathogen and how we deal with 1t, and all
the other safety challenges, and we continually
update those documents to ensure they contain the
latest knowledge and information.

We"ve recently expanded beyond our printed
documents and online documents to include a video
component, which 11l share with you shortly, as
well as some online iInteractive resources.

These best practices 1 said really are a
summary of information. They include information of
available technologies to each sector. They
actually lay out the processing steps involved in
whatever particular product you“re processing, what
the 1individual steps are and the technologies and
information that can be applied there, and guidance
on implementation of process control steps. We
talked about that a lot yesterday and again going
and stressing that this really 1is about process
control.

We also have references to other guidance

materials. As we all know, USDA puts out a lot of
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guidance material, and 1t really helps to have all
of this referenced in one document so you don"t need
to search for all of that guidance material. They
include flowcharts and what 1 feel 1s one of the
strongest parts of these documents 1i1s we actually
have expert contacts listed 1In each best practice
document.

So individuals like Mr. Tim Biela
graciously have agreed to have their name listed in
those best practice documents, and 1If someone has a
question about how to implement best practices, or a
question about some of the 1information in that
document, they can pick up the phone and call Tim
and get that technical guidance that they need.

We TFTully understand that there are small
and very small processors out there who do not have
the technical expertise and staff on hand to
implement this knowledge and work through these
documents, and therefore some of our members have
agreed to serve as those expert contacts and answer
some of those questions.

This i1s a list of all of the current best
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practice documents that are available, and you"ll
see that we start with pre-harvest and walk the
whole way through the <chain to retail and
foodservice.

At the bottom of the list i1s actually our
latest document that was produced, Best Practices
for Using Microbiological Sampling, and this 1i1s a
focus of this meeting, and in conjunction with that
best practice document, we really saw the need to
develop a visual tool. As Dr. Kelly mentioned, a
lot of people are visual learners, and to read the
text of how to conduct N-60 and then apply it,
obviously we have great variation across people,
across plants on how that is applied. So we really
saw the need to develop a visual tool and a video
that could be used by industry to apply N-60.

So as soon as this comes up, | would like
to share this video In its entirety with you.

(Playing video.)

MS. ROSSMAN: This video has been well
received by industry, and we certainly appreciate

USDA"s willingness to help us with outreach and to
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disseminate this to small and very small plants.

We disseminate these best practices 1iIn
various ways. The website listed at that site, all
of the best practices are available free of charge
and can be downloaded for use. The video can also
be ordered from this site.

Other ways that we disseminate best
practices 1include technical meetings. Just two
weeks ago, we assisted with a meeting in Chicago
where we had approximately 170 industry
participants, and we reviewed many of the best
practice documents and had technical experts there
to assist iIn disseminating that information.

And, of course, our annual safety summit.
And I need to touch on this meeting because it is
such an important gathering that addresses beef
safety challenges. We host this meeting annually,
and our next one will be in March of 2009, and this
really i1s again a family meeting. We have created
an atmosphere for very open sharing across all
industry segments. It s a time for information

sharing 1n very small group settings, hands-on
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training and technical sessions if you will. A lot
of information i1s transferred In those two days.

We also include research updates. We bring
in researchers to share with us the latest data and
information that"s been collected from all of the
research that goes on over a 12-month period, to
share with us the very latest information and then
talk about how we can apply it on a daily basis.

We also talk about emerging Iissues. It"s
essential with all the time that we focus on E. coli
0157:H7, that we don"t take our eyes off emerging
challenges, things like MRSAs, C. difficile, just
watching the research and bringing experts in to
talk to us about some of those other 1issues to
ensure that they don"t become challenges for us
regarding the safety of U.S. beef products.

The one segment of the farm-to-fork
continuum I haven®t touched on is the consumer, and
they are the last segment of the beef safety chain.
And, through the use of Check Off dollars, we do
conduct a lot of consumer education programs, and we

also do outreach at retail and food service and are
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continually conducting research in the field to get
an understanding of consumers® perceptions of beef
safety.

The websites on your left is a screen shot
from beefitswhatsfordinner.org which contains a
safety tab, and i1t has extensive information for
consumers about everything the industry is doing to
address beef safety.

The beautiful picture of the burger there
on the right is part of a new program that we"ve
just developed called safe and savory at 160
degrees. We found through some consumer research
that there are few consumers who understand that raw
ground beef products need to be cooked to 160
degrees, and we also found that many had a
misperception that cooking it to 160 degrees, they-d
have a bad eating experience. So we came up with
this i1dea of safe and savory at 160. It"s a safe
product, and you also have a really good eating
experience.

As | said, this 1s a very new program.

We"re looking at ways to disseminate this
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information possibly through Tamily programs like
the YMCA and PTA across the U.S. So we continually
understand that consumers also play a key role and
have a responsibility in handling and cooking our
products properly, and we"ll continue to work with
that sector to educate them.

I"ve talked about the history of some of
our programs as where we are current day and want to
talk a little bit about our ideas as we continue to
move forward and address beef safety challenges.

There®s still a lot we don"t understand
about the on-farm ecology and epidemiology of E.
coli 0157:H7. Super shedders. Some of you have
probably heard that term. We"ve done some research
that shows that there are some animals In a pen who
may shed incredible amounts of E. coli 0157:H7.
What do we do about that? Why do those animals shed
all of that, you know, these large volumes of
pathogens? There"s a lot we need to learn there.
There®"s much we don®"t know about current management
practices. Could feeding practices be affecting

shedding of these pathogens? There"s still some
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work and some knowledge we need to gain there.

As 1 mentioned, pre-harvest interventions.
We have several that are currently seeking
regulatory approval but we need to continue. Once
those are approved, they need to be optimized and
improved, and we need to find more tools and we-"ll
continue to focus on that.

Processing interventions. We need to
continue to evaluate them and understand if they“re
optimized and also 1is there new technology that
needs to be implemented iIn the processing arena and
emerging issues. Again, we"ll continually track
those emerging issues to ensure that there arent
new challenges that we"re missing.

We also have the need for a true process
control tool, and you heard some of this discussion
yesterday but we feel this i1s a role that BIFSCO
could play in beginning this discussion of how do we
develop something that"s a true process control
tool, and we actually have some researchers in the
room who are going to share some information, a

little bit, about some research that they“ve done.
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But BIFSCO has done such a good job of bringing
experts to the table to talk about new 1ideas that
this i1s a role that we could play and begin this
discussion.

Something else that we®ve been discussing
is the development of a food safety objective. At

this point, we do not have a true target for E. coli

0157:H7. Zero, we would all love to eliminate the
pathogen, but |1 think we all know that that"s
unattainable. So what 1s the true target? And

that"s something that we want everybody in the farm-
to-form continuum to weigh iIn on those discussions
from pre-harvest through to the consumer groups and
that®"s something that as we move forward here that
we"ll be leading that discussion iIn the development
of a food safety objective.

Outreach and training has to continue to be
a focus. Through the annual beef safety summit, our
producer leaders are committed to continually
funding that. Technical workshops are needed. |
had a discussion this morning with Dr. Kelly about

how we could partner with some of the education and
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training that she®"s doing and bring in some of our
experts to continually enhance that training.

We*"ll continue to focus on best practices
and add new knowledge and information there, and
BIFSCO.org, we hope to turn that iInto one stop for
beef safety information, research data, et cetera,
and we"ll continue to develop that website. So
continually check that website for new updates.

In conclusion, when 1 look again at this
text from the HACCP final rule from 1996, 1 begin to
look at where 1 fit in this continuum, and 1it"s
really interesting because my husband and 1 actually
operate a cow-calf operation In Minnesota. So I™m
at the very beginning of the continuum. We start,
you know, we calve baby calves every year, and we
take the responsibility very seriously in following
beef quality assurance techniques and animal
husbandry, 1i1n ensuring that those animals are in
their optimal healthy well-being at all times when
they®"re 1n our care. We take that very seriously as
we think about our operation possibly being a fourth

generation family operation, you know, 1f our young
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sons decide to fTollow in our footsteps and make a
living iIn production agriculture, we want to ensure
that we"ve been good environmental stewards and have
an operation that"s viable for them to take over 1in
a few years.

In my job, 1 kind of fit in the middle of
the continuum. I"m very fortunate to work with
industry thought leaders who are consistently
challenging and thinking about what we®"re currently
doing on an every day basis and how we can iImprove
that, thinking about what we need to do in research,
thinking about how we train and educate to do a
better job of addressing these safety challenges.

And 1 also fit at the very end of the
continuum. I"m the mother of three young sons, and
I fully understand my responsibilities every time |
produce a meal for them and that there are things in
my control that 1 need to properly handle and cook
my +food, and there are things that I can do to
reduce food safety hazards.

So it"s an 1interesting fit for me as |1

think about this continuum and my responsibility,
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and I understand and take all of those
responsibilities very seriously.

So 1 certainly appreciate your time. I
look forward to further discussion of how the beef
industry can continue our commitment to beef safety.
Thank you.

(Applause.)

DR. ENGELJOHN: well, thank you. At this
time, are there any questions or suggestions for
enhancing or 1improving anything that you saw this
morning from the two presentations?

OPERATOR: If you"d like to ask a question
from the phone, please press star and 1.

DR. ENGELJOHN: We have an individual over
here. If you could give us your name and
affiliation.

DR. ACUFF: Gary Acuff, Texas A&M
University. Thanks, Michelle. I think BIFSCO, you
know, has served the industry well 1in terms of
promoting food safety, and also NCBA has funded
quite a bit of research, and so 1 just want to

briefly mention some of the things that we"ve done.
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Actually this was initially funded by USDA.

You know, you can historically non-detect a
particular indicator over a period of time, and that
may indicate that your process is in control, but it
also might indicate that the organism is not equally
distributed, that it's stressed, that your
methodology is not working well, that your sampling
plan®s not effective. You don*"t really know. You
just know that you®re not detecting it. Hopefully
it"s because your process is in control.

One of the things that we®"ve been working
on s trying to develop tools that we could use at
specific critical control points in the process to
show actually how much reduction you®"re getting by
critical control point and thereby build it, help
you come up with a sum of reductions that would help
you get to a food safety objective. IT we"re going
to have a food safety objective, you have to be able
to add up your reductions to get to that point.

So Dr. Dickson from lowa State and 1 have
worked 1in collaboration now for several years on

trying to develop a list of surrogate organisms that
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are non-pathogenic but that represent the kill that
you would get or the growth that you would get with
Salmonella or 0157:H7, and we have a group of about
five or six, five, and they®"ve now been donated to
the American Type Culture Collection. So anybody
can get them. You just have to contact ATCC and
request those organisms, and we"ve used those.

Well, now here"s the rub to the situation.
Whenever 1°ve used these in Texas for testing, I|°ve
gone into plants and convinced the inspector that 1
can come in and i1noculate the neck prior to a CCP
and then go through the process and measure at the
end, see how much reduction we"re getting which
would i1ndicate how much Salmonella or 0157:H7 we"re
reducing. I"ve had luck with that. Jim, on the
other hand, has been blocked by inspectors who say
no, no, no, you can"t come iIn and inoculate.

So there®s some inconsistency there. You
know, 1f we"re going to actually validate CCPs,
using a process like this, then we have to have some
help from FSIS in terms of allowing us to come in

and do some inoculation so that we can measure an
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accurate reduction. And the only way we"re going to
come through with a validate, verifiable process 1is
to be able to show exactly how much reduction we"re
getting at each point iIn the process, so that when
we add that up the end and meet ultimately a food
safety objective.

So i1s there anything you wanted to add to
that, Jim?

DR. DICKSON: No.

DR. ACUFF: Okay. So I™m a better salesman
than Jim, you know, with the inspectors. So --

DR. ENGELJOHN: Thank you, Drs. Acuff and
Dickson. We appreciate that, and FSIS definitely
will be getting iIn contact with you. We are
focusing as we go forward on validation because we
believe that"s an area where we have to refocus.
And so I think that would present some opportunities
that we need to discuss. So we"ll move forward.

We have a question up front.

MS. NESTOR: Felicia Nestor, Food and Water
Watch. 1 actually have a couple of questions.

Karlease, 1 was wondering, do you Kkeep

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

201

names of all the people that attend the training
sessions? Because | see on your slide that you said
something like 375 people In 20 states attended.

DR. KELLY: I don"t know how to turn this
on.

MS. NESTOR: Conducted 22 regulatory
education sessions iIn 20 states where there were 375
participants.

DR. KELLY: Yeah. What we do is we ask
people to sign up, and very much like this meeting,
some do and some don®"t, and then when they come to
the meetings, we ask them to sign in. Right now we
have a file, a paper Tile with a large, you know,
number of all this information. It"s sitting In a
file. So if we need to gather that information, we
can, but this year, one of our focuses iIs going to
be on following up and finding out i1f after people
have attended these sessions, did they actually
learn something, was it actually beneficial to them?
So we"re going to convert that into scannable form
so we can have more information.

But our purpose is really not to track the
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names of the people that attend, but we could get
that kind of information possibly.

MS. NESTOR: Well, 1I°m not interested
necessarily in exactly who. 1It"s just | went to the
one In Newark, New Jersey, and as you know, that
area of the country has the most small and very
small plants, and there was one other guy there.
There was a woman who sat behind me, but I think she
might have been a wife of one of the presenters.
I"m not sure. So 1f 1 had not been there, there
would have been one person.

I can also say that, you know, while the
presenters tried to do the best job they could,
basically all they could do was read what was on the
slides and couldn®t answer any questions. I mean 1
asked some of the most common questions that people
have about this, and they didn"t have the answers.
So I would hope that you would start to keep track
of that, you know, the questions that can"t be
answered because obviously everybody can read what®"s
on the PowerPoint slide.

DR. KELLY: We actually do collect those.
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After every session, we get a list of the questions
and we feed them back to the Policy Office so they
might go into the development of future resources as
well as Q&As, and we do realize, you know, as much
as we try to, you know, maximize the scheduling of
these sessions, there are some times when we don"t
publicize them as well as we should or we pick a
date or a time that"s not necessarily convenient for
people in the area. So we"re trying to do better
with that.

DR. ENGELJOHN: 1711 take one more question
in here before | go to the phones, because the

phones are working today, and I want to give them an

opportunity.

MS. NESTOR: I actually had a couple of
more but --

DR. ENGELJOHN: Could you pass i1t over?

Yes. Thank you.

MS. KOWALCYK: Barb Kowalcyk, CFI. One
question that I had, and 1t"s more of a suggestion,
is while the educational materials that you have are

great, the one thing 1 found that was lacking 1is
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what do they do with the data that they get back
from the testing, you know, I mean the whole key to
process control is iIn tracking the data over time,
and I know you referred to a process control tool.
But it i1s going to take a quite a bit of education
to teach not only the inspectors but also the plant
operators, you know, how they will use that data to
effectively monitor their control.

And the other thing, 1 do have some
questions and I can certainly speak to you
privately, but in terms of collecting the sample,
you know, do any of your programs actually define
what i1t means to take a random sample? Most people
think, you know, 1 just randomly pick a number out
of the air. Well, everyone has an inherent bias.
There"s way to actually do true random sampling or
to the best we ever can get there, and also you
really didn*t touch on stratified sampling and the
role that possibly could play in developing a
sampling plan.

DR. ENGELJOHN: Do you want to address

that, Michelle?
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MS. ROSSMAN: As far as the use of data, |
will tell you that iIn our best practices, we do have
text In there describing what they should then do
with the 1information that they get from their
testing programs, and 1°d be happy -- we can walk
through some of those best practice documents, and |
can show you where some of that text iIs and how we
try to educate them on what to do with the
information.

MS. KOWALCYK: That"s great, but again as
you said earlier, people are very visual learners.
It would be great to show them what a control chart
looks like and how you would actually implement that
in your daily practice of updating that and how you
would actually interpret a control chart.

DR. ENGELJOHN: Great. Operator, are there
any questions from the phone?

OPERATOR: At this time, 1 have no
questions from the phone.

DR. ENGELJOHN: Okay.

MS. BUCK: This question is for Michelle.

My name i1s Pat Buck, and I'm with the Center for
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Foodborne Illness, Research and Prevention. And my
question i1s about this safe and savory at 160. As
an educator, and 1 am a teacher, I"m very interested
in how we"re going to get those food safety messages
out to 300 million people. And what i1s your plan to
either partner with other people within the meat and
poultry industry? And what is your plan to partner
with other non-profit NGOs like us or like others to
convey those very important messages?

MS. ROSSMAN: That"s a great question. As
I mentioned, we have just developed this program
based on consumer research that we did, and we are
right now evaluating our best ways to get that
message out, and 1°d love to have a conversation
with you later because we have put together a list
of organizations who we see as targets who could
help us to get that message out, and you may be the
perfect partner. So 1°d like to have that
conversation with you.

MS. BUCK: Well, thank you.

MS. ROSSMAN: We understand it is a huge

challenge --
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MS. BUCK: Yes.

MS. ROSSMAN: -- and we have very limited
dollars on the consumer education programs that we
do. So we"re always looking for ways to disseminate
that information.

DR. ENGELJOHN: Okay. In the back. Thank
you.

MR. CORBO: Tony Corbo, Food and Water
Watch. I wanted to follow up on a comment and
assertion that my colleague, Felicia Nestor, made
yesterday about the, 1t seems to be contraction in
the industry among small and very small plants and
what 1s causing that. I know that she was
criticized for using FOlIA-ble information on testing
data to make that assertion, but the Agency on an
annual basis submits data to Congress, and 1 just
wanted to give you the latest information | have,
that between FY 2001 and FY 2006, there®s been a
decline i1n the number of small plants by 242 plants
or a 10 percent reduction, and among very small
plants, the reduction has been 357 plants or about

11 percent.

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

208

Karlease, 1In your outreach program, have
you 1identified what 1i1s causing that? And as
contrast, the number of large plants in that same
timeframe has gone up from 350 to 359. What 1is
going on?

DR. KELLY: I think that is a really good
question. It i1s something that I would like to look
into. At other public meetings, we“ve learned that
FSIS i1s doing more with data, and I think that®"s one
of the things that I want to follow up on, is to
find out, you know, what i1s happening? What i1s the
cause? And 1s there something that we should be
concerned about? And i1f so, what should we do about
it?

So it i1s something I1*m iInterested iIn and
following up on.

DR. ENGELJOHN: Tony, I would just say we
as an Agency will be looking into the issue of that.
As Karlease said, i1t"s an issue that we need to have
a better understanding for. So we"ve noted that,
and we"ll put that on our agenda. Yes.

DR. HOLLINGSWORTH: Jill Hollingsworth,
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Food Marketing Institute. We represent the retail
food stores, and my question 1is directed to
Michelle.

As you know, our concern for 0157 is not
just In the meat supply. It"s also fresh fruits and
vegetables, and 1 thought I heard you say that there
were no approved pre-harvest iInterventions. |
wanted to get that clarified, but also i1if you could
give us some update on where 1is the industry with
approval of the pre-harvest, the vaccines,
probiotics, feed additives, because all our focus 1is
let"s get 0157 out of the food chain, not just worry
about getting it out of the ground beef at the point
of production, but let"s work on the cattle.

MS. ROSSMAN: There are no approved pre-
harvest 1interventions. Right now, sodium chlorate
is in front of FDA for approval, and there are two
vaccines as well as another technology in front of
USDA trying to gain approval. We are working with
them 1n a coalition with other meat associations who
represent all sectors of processing and production

to expedite that process.
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It"s my understanding that next summer we
would expect to have approval to go to the next step
of approval, which would be large-scale trials 1in
the field to get a real handle on efficacy iIn large
trials, and then the next step would hopefully be
approval.

1“1l tell you, 1i1t°s been a very long,
frustrating process. It's really a new thought
process applying interventions to a live animal that
may have an effect on public health. So 1t"s been a
real education process, and we"re not there yet.

I know I°ve been saying for many years,
hopefully next vyear we"ll have a pre-harvest
intervention, but we"re not there yet, but we are
very actively working with USDA and FDA to get
approval.

DR. HOLLINGSWORTH: well, anything we can
do to help that, we would like to participate.

DR. ENGELJOHN: This is Engeljohn. 1 would
just say on that matter, FSIS has weighed in that in
terms of those kind of pre-harvest interventions

that could take effect, it"s our belief that any
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reduction 1is an effective tool as opposed to
striving to get a significant reduction. And so
there is a difference in thought process there that
I think that we®re all working through, and so
that"s one of the 1issues that | think that we"ve
overcome to some extent.

Any other questions in the room before we
move onto the next presentation?

(No response.)

DR. ENGELJOHN: Any 1issues or questions
coming in from the phone, Operator?

OPERATOR: If you would like to ask a
question, please press star and 1 on your touchtone
phone.

DR. ENGELJOHN: And 1°11 just remind those
of you that are in the room that we don"t have a
scheduled break, and so 1 would just suggest that
you can get up and get your coffee or take a break
as you need to, but we"ll go forward with the
presentation and get in public comments as well.

We have a question here.

MS. NESTOR: Felicia Nestor, Food and Water

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

212

Watch. First, 1 just wanted to say that 1 really
appreciate the BIFSCO document on the guidelines.
You know, when 1 was looking to make comments on the
N-60, you know, the cautionary comments are in the
BIFSCO document. So I thought that was really good.

And this question, I"m not sure if it"s
appropriate now or, you know, 1 hope i1t"s answered
sometime today by FSIS or the industry. When 1 was
in Chicago at the 1Industry meeting, a small
processor got up and said, you know, when we find a
positive, you know, we all have the responsibility
to i1dentify all of the contaminated product and get
it off the market. Now, obviously that processor
was under the 1iImpression that FSIS was going to be
involved in that and that there 1is a goal of
identifying through trace back and trace forward all
the contaminated product, and that iIs not the case.
And some consumers are under the iImpression that
that"s the case. At that public meeting, no one
corrected the woman and said, no, we really don"t
try to do that.

And so 1 hope that today you make it clear
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that that currently is not a goal of the regulatory
program.

DR. ENGELJOHN: This 1s Engeljohn. 1*11
answer from the policy perspective of the issue for
what we do today, which i1s for every FSIS positive
or an AMS positive or other state lab positive that
react to, In terms of pursue as a sample result that
we"re responding to, as if It were our own. There
iIs a trace back. So that goes back to the product
affected by that production lot that"s represented
by that sample and a determination made as to
whether or not additional product is affected as
well as to the supplying establishments. And that"s
what our STEPS database 1is i1ntended to accomplish
which is to go back and do a look at the production
practices in place on the day on which that product
was produced.

So from the product that"s in the FSIS
chain, for which a sample iIs represented by an FSIS
equivalent sample, that does occur.

For the results associated with industry

testing results, there presently iIs not a mechanism
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in place in which the Agency follows up with the
supplying establishments. When a slaughter
establishment, a trim fabrication establishment or a
grinding establishment or at retail finds a
positive, that mechanism is not in place. It i1s a
mechanism for which the Agency 1is looking into a
process by which we could follow up on those
positives, but that is not the case for the industry
testing results. It is only the case with the FSIS
ones.

MS. NESTOR: Okay. Just to be clear, tell
me If I"m wrong. IT FSIS finds a positive at a
plant and the grinder 1identifies one single
supplier, FSIS will go within several days and take
some fTollow-up samples at the supplier, but there"s
no attempt to go back to the supplier that day and
say Lot X was tested positive. Where else did you
send all of the Lot X? Am 1 correct about that?

DR. ENGELJOHN: And the 1issue i1s when we
find a positive, we identify that the production lot
represented by that positive 1is microbiologically

independent. So i1t"s the data associated with that,
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whatever the plants may have iIn terms of segregating
that production lot from others. So that
investigation 1is made, and then that makes a
determination as to whether or not a recall 1is
necessary to pull additional product out of the
marketplace that may have been affected by that
production sample because the lot may not have been
properly i1dentified.

At the same time, FSIS goes back to the
supplying establishment and looks to see whether or
not there"s evidence on that day that the production
process for which the Ilot was positive for would
indicate that there"s reason to believe other
product 1s affected. So 1In that case, product
moving from the supplier to the receiver would not
necessarily be affected unless there"s evidence that
the product should be linked to i1t.

So the circumstances are that an immediate
determination is made about product associated with
a sampled lot.

MS. NESTOR: Well, I1°ve done a FOIA, and

I1"11 be looking at those records.
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DR. ENGELJOHN: Okay.

MS. NESTOR: So we can go over i1t then, but
if there are two suppliers, the name is put into a
STEPS database, and i1f that plant®s name comes up
twice within 120 days, then the Agency goes back,
right? So in the case where you have FSIS testing
finds a positive with two or more suppliers, there
IS no 1Immediate sampling done and no attempt to
trace forward.

DR. ENGELJOHN: The 1issue related to follow
up sampling is the one looking at current production
practices, but 1iIn every case where there®"s a
positive and the suppliers are 1identified, there"s
an 02 procedure back at the supplier In every case.

MS. NESTOR: Which means -- an 02 procedure
iIs when FSIS goes and look at the plant records to
see whether the plant noted that there was probably
a problem with that production lot.

DR. ENGELJOHN: It looks at the production
process to see iIf there"s evidence that the
production was properly processed that day.

MS. NESTOR: Right.
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DR. ENGELJOHN: That 1is what they"re
rechecking and doing an investigation for.

MS. NESTOR: And 1 asked Ken Peterson at
one point, when you go to the grinding plant, do you
ever fTind that the grind plants®™ records 1iIndicate
that there was a problem, and he says, no.

DR. ENGELJOHN: Okay.

MS. NESTOR: Okay . The records are
basically not very helpful.

DR. ENGELJOHN: Okay. Are there other
questions i1n the room before we go to the next
presentation?

(No response.)

DR. ENGELJOHN: Okay . I"m going to give
you an overview of the trim sampling compliance
guidelines and the discussion fTollowing that, and
we"ll entertain until noontime, it there are
questions that come up, related to that, or we~ll
move on with the agenda depending on what kind of
response we get to the presentation that 1 make.

For those of you who don"t know me, 1 am

the Senior Strategic Risk Manager fTor the Agency.
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It 1s my responsibility to look into what risk
management practices we need to have i1In place to
control public health related risks associated with
the products that we regulate.

In the outline 1"m going to give you today,
we"re going to go through the purpose of the
guideline, the guideline®s content and then next
steps that 1 envision that the Policy Office would
be pursuing with regards to this guideline. And
then we"l1l provide an opportunity for public comment
on 1issues related to the guidance document, things
that can be done to improve it or enhance it, things
that we need to consider, and then as I can, I will
provide clarification to any of the issues that you
might raise during the discussion.

The purpose of the guideline was to Tirst
of all address the adverse events which are related
to E. coli 0157:H7 in both calendar years 2007 and
through today 1i1n calendar year 2008. We had
identified that the controls for 0157:H7 are not
adequate to protect public health and that we need

to put in place additional control measures to
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reduce risk.

Part of those adverse related activities
are associated with outbreaks for which there"s
human health associated with raw beef products in
both years. Prior to calendar year 2007, there were
no reported human-related i1llnesses associated with
the beef products for which we had a recall. But
last year there were a record number i1In terms of
those directly associated, and then we®ve had some
as well this year.

In addition, we do track the percent
positive rate in the verification testing results
that we get from year to year. The testing results
have been on the iIncrease. Last year, at the end of
the fiscal year, we were at .20, which was the level
that we had been maintaining in ground beef for the
prior couple of years, and by the end of the
calendar year though, we were up at .37, nearly .4
percent by the end of the calendar year.

So far this year though, iIn comparison, for
ground beef where we had .20 at this time last year,

this year we have .40 1in terms of our percent
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positive rate. And we heard some iInformation
yesterday that i1t may be our testing methodology
that may be contributing to this. The Agency does
not believe that to be the case but i1t obviously is
an issue for which we need to further assess whether
or not the methodology does have an impact in terms
of the percent positive rate.

For beef trim, we started this program in
March of 2007. Our positive rate at this time last
year was .42 in beef manufacturing trim versus today
it's .71 in terms of the calendar year through
October 7th. So we believe that there®s an increase
in terms of the indicators that we have for positive
product getting through the slaughter operation,
through the trim on fabrication operation into the
grinding operations.

So the purpose of the guideline then was to
provide information about what we think is
appropriate design for sampling and testing
programs. Our primary focus was on beef
manufacturing trim because that"s the opportunity at

which industry has put in place, for the most part
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in the large operations, 100 percent testing of all
production lots associated with manufacturing trim.

From our checklist that we conducted last
fall, in which we Jlooked at production practices
within the beef sector, not all operations or
testing beef trim, but the large operations we
believe to be, iIn fact, testing 100 percent of the
production lots that go out the door.

We also wanted to provide information to
assist In the development of the programs to assess
adequacy of process control. Indicators other than
0157:H7 could and should be used to indicate process
control and from the questions that we asked from
our checklist, identified that establishments
generally are not at least documenting that they-re
looking at other microorganisms than 0157:H7 or
necessarily having production practices 1iIn place
that would identify their systems are well
controlled.

And then we wanted to provide some guidance
in terms of sampling and testing programs that could

lead to reductions in contaminated product, meaning
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that testing alone as we"ve heard before, and that
the Agency firmly believes testing cannot be used to
put safety into the system. It"s an indication of
whether or not the system 1is working, but any
effective system has to have a feedback loop so that
there can be continuous improvement in that
operation.

We did 1i1dentify principles related to
statistical process control for 0157:H7, and 1°11
walk you through the primary principles that were in
this document. We did 1identify the contamination
during slaughter dressing 1is reasonably likely to
occur even under good manufacturing practices. In

the Agency®"s Federal Register documents in which

we"ve told industry that we believe they need to
reassess beginning in 1999, 2002, and again in 2005,
and more specifically in 2002, the Agency said that
we could not see how a slaughter operation could
operate without at least one critical control point
to address 0157:H7 because we, the Agency, believe
that 0157:H7 1is reasonably likely to occur in that

operation.
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The second principle was that contamination
should be minimized to the maximum extent practical,
realizing that we"re not working in a sterile system
whereby the carcasses will not become contaminated.
At this time, there are no practical iInterventions
in place that can eliminate completely 0157:H7 other
than on the carcass 1irradiation, but that i1s not
used 1n this country on beef carcasses, and so we
are working in the mode of minimizing to the maximum
extent practical the level of contamination.

Thirdly, the decontamination treatment
should remove E. coli 0157 to the maximum extent
practical and to a non-detectable level. In the
Agency"s documents that published i1n the Federal
Register in 2002 and 2005, we did identify that our
goal would be to ensure that production lots of
product going out the door i1In each operation that
has, iIn fact, passed pre-shipment review, should be
at a level in which 0157:H7 would be non-detectable.

With that then, iIn order to ensure that,
there needs to be some understanding about the

capability of the slaughter/dressing operation
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through validation. This 1s an area fTor which we
think that the Agency has not focused on the content
and degree of validation that occurs with production
practices. It is an area for which we are
refocusing and again getting at some of the 1issues
raised earlier, 1i1n that there are mechanisms 1in
place to demonstrate that production systems are, 1iIn
fact, known in terms of their capability to address
the level of contamination coming into operations.

It is the Agency”"s belief that
contamination levels likely do change over the
course of the year due to seasonality effects with
0157:H7. Again, we believe that contamination 1is
greater during certain months of the year than 1in
others and that the slaughter/dressing and other
production practices should be adjusted to address
this greater level of contamination, and so
operations should know the capability of their
systems and adjust them accordingly and have data to
support that their systems are, in fact, capable.

And, in addition, microbiological

indicators of process controls should be
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established. The Agency has stressed that we do not
see how you can demonstrate your system is producing
a non-detectable level of 0157:H7 without testing
for E. coli 0157:H7, but we also recognize i1t iIs not
the organism that you would use to demonstrate that
you have process control. There are other
indicators of process control that any effective
HACCP system should be using i1In addition to the
monitoring and verification that would occur on a
day in and day out basis. And so the indicators of
process control should be used to demonstrate that
there®s continuous improvement for reductions of
contamination in the operation.

Another principle was that sampling and
testing for 0157:H7 should occur at a frequency
sufficient to find evidence of contamination exiting
the slaughter dressing operation. Our best practice
guidance documents that we"ve issued, that we know
at least the larger operations are fTollowing, 1s
that every production lot i1s sampled and tested for
E. coli 0157:H7 using an N-60 methodology designed

to find contamination.
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The results of that testing then should
inform the HACCP system. There should be a feedback
loop whereby information from the trim manufacturing
operation should feed back to the slaughter
operation In those circumstances where positives are
found, and investigations should occur to determine
whether or not the system was operating properly.

Likewise, when there are contamination
events or other TfTailures during the slaughter
dressing operation, there should be a feedback loop
to the trim manufacturing operation to inform
whether or not the contamination is there when it
might not otherwise be indicated to be there, simply
because of actions that occurred during slaughter
dressing, and so there should be a feedback loop 1iIn
both directions.

In addition then, the adequacy of the
sampling testing program should inform whether or
not you"re able to detect those kind of system
failures that are occurring either sporadically or
systemwide failures whereby more contamination 1is

getting through the system than what you would

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

227

normally find.

We also i1dentified the principle that the
high prevalence months for 0157:H7 are known and
should be addressed. This is an area for which the
Agency clearly IS looking for additional
information, research related to this 1issue as to
whether or not  the months in which high
contamination events occurring are changing. We"ve
traditionally looked at April through the end of
September, October as the high prevalence months,
although 1n the Agency®s testing program, we do find
a fTair number of positives towards the end of the
Fall into the end of the year.

Of course, we"re looking at ground beef and
frozen product, and there are other issues related
to that, but iIn any case, the high prevalence
seasons have been known 1in this country for some
time, and we believe that controls should be put in
place to address the higher likelihood that this
pathogen 1is coming on carcasses to the slaughter
operations and that the events for contamination may

be occurring at a higher rate and contamination may
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be at a higher level during these periods of time
and that production practices should, iIn fact, be
adjusted to address this higher expected
contaminating event, and that the data should be
present to show that, i1n Tfact, that process 1is
controlled.

The Agency believes that the production
operations should be controlling at the low
prevalence rate in terms of percent positives and in
terms of performance during the slaughter dressing
operation.

We believe that the contamination may
overwhelm these slaughter dressing operation such
that more contamination 1is simply getting through
the system, and in part, this is what we believe 1is
happening during the high prevalence season months,
and that we find more positives during this period
of time 1indicating that more product is, iIn fact,
contaminated perhaps at low Jlevels, but every
opportunity of testing is an opportunity to find the
organism and to remove product from the system and

then to adjust the system.
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Trim testing and sampling for 0157:H7
provides an indication of the adequacy of the prior
control. Programs should be designed to provide
high confidence that contamination is minimized and
at a low level.

We 1identified the principle that sporadic
positive test results are expected. A well
operating program should be one designed to find
positives and to address those positives, and a
system should be articulated such that you know the
difference between your sporadic rate that you
expect at all times during the year and evidence
that there is process control fTailure. We believe
that a production process cannot operate properly if
you can"t identify a distinction between the two.

wWith this, then, we 1dentified that
multiple positive test results involving same source
materials, which generally 1is what we"re dealing
with when we"re talking about beef manufacturing
trim, 1s evidence of a high event day. It could
indicate that there is a systemic fTailure either

developing or that has developed to adequately
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control for the presence of 0157:H7 and therefore
the process i1s out of control.

In these circumstances, negative test
results are suspect by the Agency whereby we would
consider them to be false negatives and that
insanitary conditions likely have occurred in that
operation such that not only is the trim and the
negative test on trim affected, but primal cuts and
other products produced in that operation are, 1iIn
fact, affected by that determination. This 1s 1in
part the determinations that the Agency used 1In a
recent recall from this past summer 1i1n which we
declared that there were insanitary conditions and
primal cuts in addition to manufacturing trim were
affected by that decision.

From this, then, our testing results for
trim and how we wuse them, FSIS did conduct a
nationwide baseline survey in which we Jlooked for
the presence of 0157:H7 1n manufacturing trim
available for commerce. The criteria were
specifically established that we would only use the

testing results from trim that had been released by
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the establishment for the production In raw ground
beef operations. This 1s not a baseline study to
look for the prevalence of 0157 on beef. This was a
designed study to look for the prevalence of 0157 on
trim that had been produced 11n an effectively
operating system as determined by each establishment
and released for the purpose of using in raw ground
beef.

Our results identified that the trim
positive rate then was .68 percent of the samples
that we tested were positive. Some of these samples
were pretested by iIndustry. The survey was done
nearly three years ago, between three and two and a
half years ago, and so 1t was at a time for which
the Ilarger operations were testing 100 percent of
their trim for 0157:H7, that many smaller operations
were not, and today many small operations are not
testing the trim as well. But iIn any case, at that
time, the samples available for raw ground beef
production tested .68 percent positive.

So that is the percent positive rate that

we found in this nationwide baseline survey.
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Some, but not all of these samples were
pretested, and we i1dentified that. The Agency does
not have information to identify how many of the
production lots we sampled were pretested.

We also had anecdotal information Tfrom
industry that suggested that the average annual
positive rate in pretested trim despite industry 1is
between 1 and 2 percent, realizing that the rates
are probably different in the low prevalent season
than 1In the high prevalent season, but the average
was between 1 and 2 percent.

So the FSIS then selected 1.5 percent as a
guidance value for purposes of deriving a high event
day criteria for 1i1dentifying potentially fTalse
negative results. Again, it was iImportant to
identify a percent positive rate in manufacturing
trim likely available for commerce in order to begin
the process of discerning statistically anyway the
difference between sporadic positives and those
which might indicate that there i1s a systems fTailure
because there is a high number of positives in like

source product.
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And, again, our production practices within
the 1i1ndustry, and that has been accepted by the
Agency, is that we have point source contamination
generally when good manufacturing practices are 1in
place, because there are same source materials used
in the production of manufacturing trim and trim is
segregated into individual units based on space and
time, even though they have generally same source
materials in them.

And so it was 1Important to be able to
discern differences as to sporadic positives or
indications that the contamination rate is actually
high.

For verification testing, then testing
should be for both 0157:H7 as well as for microbial
indicators or process control. Although 1n the
National Advisory Committee for Micro Criteria for
Foods document on HACCP, that committee did identify
that generally a HACCP system should not require end
product testing 1If the validated safeguards in place
are, in fact, effective.

However, with 0157:H7 being an adulterant
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in raw product and there are no iInterventions widely
used that would eliminate this pathogen 1iIn raw
products, then at this point in time, the Agency"s
belief is that microbiological testing of finished
product in this case, manufacturing trim, 1is, 1In
fact, a necessary component to ensure that adequate
controls are in place for 0157:H7.

Testing should occur at all opportunities
where raw beef is handled prior to the sale to the
consumer. Again this gets at the issue of ensuring
that there i1s a non-detectable level of 0157:H7 1in
raw beef as it goes through the system.

Each testing event provides added
confidence that 0157:H7 was present, 1f 1t 1s
present at a low level sufficient to remain non-
detectable.

The Agency in this guidance document then
did provide some guidance to small and very small
plants who, Tfor the most part, are purchasers of
beef manufacturing trim for use in their production

practices. We do provide guidance to small plants

in order to give them resources and to help them
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make some decisions about how they can demonstrate
that their systems individually are operating
properly.

It"s not enough just simply to rely upon
the grant of inspection for product moving from one
establishment to another. That grant of inspection
iIs an evidence from the Agency that the system
producing that product was operating in accordance
with the system that that establishment designed.
It 1s not a guarantee that the product is free of
0157:H7.

And so the guidance that we provided to
small plants was based on the premise that the
source materials were tested 100 percent.
Production lots were, in fact, pretested. So this
would give minimum frequencies for testing assumed
that these production lots were pretested, and then
we provided guidance that there should be increased
testing in terms of high prevalent seasons so that
there can be added confidence that 1f low level
contamination was getting into the system, that it

might be found.
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We segregated this into the four categories
that were mentioned yesterday in that we have our
inspectors collect information at least identifying
on each sample form the production in that
particular establishment on the day i1In which the
sample is collected. And so we segregated it into
those establishments producing greater than 250,000
pounds of product a day versus those who produce
more than 50,000 but less than or equal to 250,000 a
day, and then those that produce more than 1,000
pounds but less than or equal to 50,000 pounds per
day, and then those that produce less than or equal
to 1,000 pounds per day. This ranged from greater
testing iIn the largest volume category to more than
one sample per month, in the next highest category
at least monthly, the third highest category then
being at least once every other month, and then for
those smallest operations who are producing product
for which they®"re purchasing trim at least once a
quarter.

The sampling guideline then as well

identified that the establishments must define the
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production Jlot which 1is, for the most part, a
sampled lot. They"re one and the same.

IT the same source materials are present in
other production lots, establishing microbiological
independence is therefore essential, and so they
must have a program designed such that a sample
collection procedure can find point source
contamination, and again our guidance is that this
should be at least N-60. From our checklist that we
conducted last fall, we did identify that there are
many establishments using something other than N-60.
In any case, we believe that at this point in time,
N-60 1is the gold standard that should be applied
across the board on beef manufacturing trim.

The production 1lot size 1is a critical
consideration. The larger the lot size, the greater
the vulnerability for not finding 0157:H7. 1t"s the
more product then 1is iImpacted by the decision of
that sample.

The Agency"s guidance is that it"s best to
collect the entire sample from each combo bin for a

composited sample representing the Ilot. We know
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that this i1s not the common i1ndustry practice, but
we believe that i1t does reduce risk 1f, i1In fact,
each individual combo bin 1is treated separately.
And then if box trim is available, such that it"s in
60 pound boxes or some other size box and 1s sent
into commerce in that manner, then there should be
samplings from one or more of those boxes or units
in order to get a composited sample representing the
lot.

It"s important then in the guidance that we
identified that you need to understand the lab
testing method capability. FSIS analyzes 325 grams
of a composited sample. There i1s a need to know the
laboratory procedure that i1s in place within each
operation because each [lab can analyze things
differently, and we know that industry for the most
part doesn*t specifically look for E. coli 0157:H7.
It s looking for generally a host of triggers or
target genes or other components that would identify
more than just 0157:H7, but for which that screen
is, In fact, including 0157:H7, and we do consider

this to be a more conservative approach than looking
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only for O0157:H7 because 1t 1is our belief that
samples positive for 0157:H7 likely are also
positive for non-0157:H7 Shiga Toxin Tforming E.
colis which 1is an 1issue fTor which the Agency
identified that we are pursuing 1In terms of
developing with ARS laboratory methodologies to, 1in
fact, look for six of those particular components 1in
the samples that we collect.

We also identified that there was industry
practice that from an efficiency standpoint, some
laboratories do, in TfTact, enrich samples and then
combine those samples so that they"re analyzing
fewer samples for an efficiency measure but have
also developed validating data to demonstrate that
they don"t lose any sensitivity or specificity with
regards to their methodology.

And so In some cases, samples come in, are
individually enriched and then aliquots are pulled
from those samples. They"re combined. I put
composited here. I think pooled is probably a more
appropriate term used by the Qlaboratories, but 1in

any case, that sample 1is analyzed. IT 1iIt"s
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positive, then there may be a determination made to
go back and 1look at the 1i1ndividual or enriched
samples to find out which particular production was,
in fact, positive and we heard yesterday that there
may be some concerns about that process, but in any
case, we would expect there to be some validation
associated with that process. But it is one way to
ensure some Hlab efficiency iIn terms of decreasing
the number of samples analyzed but i1t also does
present some risk with regards to product that may
be released that actually might be positive but only
tested negative.

In this case, going back and looking at the
individual enrichment, 1t would not be considered
retesting by the Agency, and I do want to stress
that the Agency considers any retesting of positive
product to be 1i1nappropriate, and we would not find
that acceptable 1 think under any circumstance. So
we do draw a distinction between further
characterizing whether or not a sample i1s negative
or not, but not first looking at a positive sample

and then trying to provide that it actually was

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

241

negative.

We think the proper interpretation of the
sampling and testing results for a well-designed
program is critical for ensuring that false negative
product 1s not released for use iIn raw ground beef.

Using the data the Agency has available to
it, because the Agency has never received
information from industry as to what the positive
rate is Tfor the trim programs Tfor which they
operate, so this would be the product for which
establishments release iInto commerce as raw beef
produced product, the Agency is then using the 1.5
percent as a guidance criteria, with that then some
measures using statistical parameters can be
identified to give us a 95 percent confidence level
as to whether or not a production process 1S
producing product at greater than that 1.5 percent
positive rate that I identified as a guidance level.

In this particular case, the guidance
document has a table in it that identified a variety
of different positive numbers with regards to

production lot sizes and to make a determination as
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to whether or not there are more positives than what
would be expected i1f the contamination rate was less
than 1.5 percent in all those production lots.

With that then, 1t there were 55 individual
production Jlots, these would be microbiologically
independent production Ilots, through N-60 testing,
for a given period of time, and again this could be
in a day, this could be over the course of time,
particularly for small plants, 1In this case 3
positives could indicate a systematic Tailure for
control of 0157:H7 i1n the source materials. Again,
this 1is using the assumptions that the Agency
provided on the data that we have since we have no
other data to use as a guide. We did identify 1in
the guidance document that each individual
establishment should identify 1its criteria for
discerning when product i1s, in fact, more than just
evidence as having more than sporadic positives, 1iIn
this case, the determination being made between
sporadic and systemic Tailure, realizing that the
industry uses a screening methodology that"s looking

more broadly, more conservatively from our
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perspective, looking at more than just 0157:H7, the
positive rate would be expected to be higher and
that that might be criteria that an individual
establishment might use for i1ts distinction between
sporadic positives and those that evidence the
process might be out of control.

We did 1identify that a properly designed
raw beef HACCP system then would have feedback
mechanisms to reduce the likelihood of systemic
failure to control for 0157:H7. Again, each
positive event should, in fact, lead to an
investigation to understand whether or not the
production practices at slaughter/dressing were, 1iIn
fact, properly applied as well as whether or not the
trim testing results provide some evidence that the
system might not be operating as expected. Again,
this might be due to a combination of more
contamination coming into the system or a particular
failure of the system to prevent the contamination
from getting out of the system.

Again, the document was written for the

purposeful intent of looking at slaughter operations
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that also fabricate the trim, so that there could be
a very direct feedback 1loop between the two
operations. However, this guidance is intended to
also be effective for operations that purchase trim
and that the individuals who purchase that trim and
have a testing program in place on the trim or the
ground beef would be providing Tfeedback to the
supplier so that there could be evidence built to
demonstrate that the systems might, in fact, not be
properly controlling for 0157:H7.

In terms of next steps, these are the
intentions of the Policy Office with regards to
where we would 1like to go with the guidance
document. We"re here today to get verbal comments,
but we are, as well, accepting written comments
through November 17th. The intention 1iIs to get
information that would inform this document so it
could be good guidance for iIndustry as well as for
FSIS personnel so that when they look at a food
safety system, they can, in fact, make some
distinctions as to whether or not the program 1is

actually designed to control for O0157:H7. This
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would be at all points iIn the production process,
and this would be Ilooking to see 1f there 1s a
feedback loop between slaughter, between trim
manufacturing, between primal cut develop and bench
trim, between that and mechanically tenderized steak
operations and then with grinding operations.

We believe that the document then can serve
as a useful tool. We"re looking for your 1iInput as
to how to enhance it and improve it so that it is,
in Tfact, appropriately articulating what a good
operating system should be reflecting, and we also
think that it"s necessary through the public comment
to help ensure that we have an understanding of the
controls for 0157:H7 throughout the raw beef
operations as well as what the Agency does for its
controls, and that i1t"s critical to have consistency
and uniformity where practical 1i1n terms of the
design of the sampling and trim programs.

It is our intention to update the guidance
with the i1nput that we do get and then to issue it
as fTinal guidance after we"ve TfTully assessed the

comments and reviewed 1t.
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IT we were to use this document in terms of
a compliance guideline, we obviously would post it
to the webpage. We"re asking for comment on it now.
The Agency would continuously update it as new
information iIs presented that we need to consider.

We also think that i1t would serve as a
useful tool iIn terms of training, particularly for
our own employees but through some of the activities
that Karlease identified through outreach for
industry as well.

And so with that, 1 think, Mr. Almanza,
I"1l1 just ask if there are any questions or comments
from the audience, and we"ll start there.

Yes, we have a question out here.

MS. HATCH: Yes, my name is Michelle Hatch.
I"m with Greater Omaha, and I"m also a
microbiologist. I have a question on more of the
data. Do you plan on taking the data at all and
breaking it down into | guess different components
in order to not have i1t so broad for future
references in order to get past some of the old data

that"s being utilized from 2003, 2004, so that next
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year iIn this type of meeting or things like that, in
moving forward, we can actually have a certain set
year of when we"ll actually have some good
comparisons is what 1"m referring to here.

DR. ENGELJOHN: Okay. Well, 1 can say with
regards to the baseline data that we had, this was
from data that®s now more than a couple of years
old, and so the Agency has 1identified, it 1iIs our
intention to do, as continuously as we can,
baselines, and so one of the issues would be for the
Agency to consider what are we doing with regards to
baselines. 1Is there a way that we continuously have
a statistical baseline such that we"re not doing
them once every 5 years or every 10 years because
again recognizing this baseline data is actually
from a couple of years ago.

So there 1s the intention to do that, but
presently we have that number. It"s the only number
that we actually have fTor a baseline on beef
manufacturing trim.

The other data that we have then relates to

our annual percent positive rate and so we look at
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that on an annual basis. The Agency has tied the
percent positive rate that we find in our regulatory
testing program to the Healthy People 2010 Goals so
that we know, as was mentioned at the beginning of
the meeting yesterday, what the contribution of
ground beef is to the public health burden. We
haven*t vyet built in the measure for the
contribution of trim to that. So there will be the
intention of looking at all of the components that
are used for raw ground beef, not just beef
manufacturing trim. One of the National Advisory
Committee recommendations to us was that we should
be looking at head meat, cheek meat, low temperature
rendered products which we presently don®"t have
built into a baseline study, and we really don"t
know what the contribution 1i1s on those percent
positive rates. So there are a number of things 1
think the Agency is looking at to see what is the
best reflection of the percent positive rate in
products available for production, and the Agency
previously hadn"t considered a baseline study to

actually identify what is the prevalence of 0157 on
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carcasses before the iInterventions which 1 think
would also be an important thing for us to look at.

So there are a number of things that we"re
considering.

Any other questions? Yes.

MS. ROSENBAUM: Good morning. I"m Donna
Rosenbaum from STOP, Safe Tables Our Priority, and 1
also have concerns about the baseline studies, and 1
appreciate the fact that we"re here studying
sampling and studying what®"s been done so far. |
think the problem i1s that we"re two to three years
behind the ball here with what"s already rolling
down the track and being done. And 1t would have
been nice to have a meeting like this 1In 2004, 2005.
We can"t do that. We can"t go back, but in looking
at the data that you"ve got and what you"re basing
things on, | have to agree that I"m very concerned
that the variable of the prevalence rate 1is so
important in informing the whole system, that
without that data, we don"t see how you can build an
accurate system around it without knowing that at

the very beginning.
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So I think while you want to take what
you"ve got and run with it and do the best you can
at the time, 1 think you“"ve got to do more than
think about getting baseline data. You have to have
good baseline data now, going forward, continue 1it.
This organism evolves and changes over time as do
industry practices. You"re going to have to
continuously be monitoring for this organism 1iIn
trim, in ground beef, to have real good information
that"s informing your systems.

And without that, we"re a little unsure of
how you can base judgments and inform the system at
this point. You know, taking a 1.5 number at this
point 1s a little bit like a rabbit out of the hat.
We don®"t know what it is and that variable 1is so
important for the system. So you really have to
move very quickly to get as much information as you
can to inform the system to put something in place
that"s going to be effective over time.

DR. ENGELJOHN: Thank you. And 1 think
your points are well taken. We recognize that, and

we certainly are looking at ways that we can get at
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that 1n a shorter timeframe than what normally
occurs TfTor us, which 1i1s to design a study and
operate it for a year and then have that data.

So continuous baselines, ways to look at
the iIndustries positive rate to inform that as well
would be one thing for us to consider that we have
never done before. So, thank you. We"ll certainly

look Into that.

Yes.

MS. KOWALCYK: Barb Kowalcyk, CFI. First
of all, I want to say 1| was happy with a lot of the
things that 1 was seeing in the document. I think

it"s going in the right direction.

I did have a couple of concerns. One is I
think there needs to be a better definition of what
microbiological i1ndependence 1is. It seemed awfully
vague to me, and I1°d like to see much clearer and
more concrete definitions because this iIs going to
be critical in determining what product gets
diverted and what product doesn®"t, and | just think
that the document is a little vague, and 1°d like to

hear more thoughts on that.
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The other thing is 1If you go back to your
slide where you have the testing for process control
where you had that little chart, and i1t said you
have something like, for plants that produce more
than 250,000 pounds a day, you“"re going to test
greater than 1 per month, and 1 believe if | recall
correctly from the compliance document, that
there®"s, 1 think it"s Table 1, FSIS had said that iIn
order to determine if a process was out of control,
you"d have to see two or more positives out of 24
samples.

Now, 1 understand that based on what you
said, Dan, this 1is assuming that the product had
already gone through process control sampling, but
earlier, 1t"s not in the document to me about that
because based on this table, my initial reaction was
it could take somebody three years to figure out
that their process 1i1s out of control and as a
consumer, that®"s unacceptable. You know, 1t needs
to be very clear that this will not provide adequate
feedback on process control in a timely manner, yet

throughout your presentation, throughout the
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document that®"s what you said the point of this
testing 1s, 1s to provide an assessment of process
control and 1 think most people would agree that,
you know, if you"re doing testing once, four times a
year, it would take you six years to figure out that
your process is out of control.

DR. ENGELJOHN: Thank you. I appreciate
that, and 1 will say being one of the principal
authors of the document, that the document is a
compilation of multiple things, and there needs to
be some clear distinctions very distinctly between a
slaughter fabrication operation that has control at
that point and then different guidance perhaps
developed for those who receive that product and how
they would use i1t as well as for grinders.

So 1t has a mishmash of all that"s
contained within i1t, and 1 think your point®s well
taken. We can definitely work on that issue. And
we"d welcome any written comments on that on how to
improve i1t as well.

MS. JOHNSON: Do you want to check the

phone line, Dr. Engeljohn? Check the phone line as
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well.

DR. ENGELJOHN: Oh, vyes. Before 1 take
this next one in the room, Operator, are there any
questions from the callers?

OPERATOR: At this time, I have no
questions 1In queue. If you™d 1like to ask a
question, please press star and 1.

DR. ENGELJOHN: Are there individuals on
the line?

OPERATOR: Yes, we have about 16, 18
participants.

DR. ENGELJOHN: Wonderful. Okay . Thank
you. Thank you. Yes, Felicia.

MS. NESTOR: Felicia Nestor, Food and Water
Watch. Dan, I°ve got a question about how involved
the Agency 1i1s going to be in these programs. You
know, reserving judgment about whether or not we can
support the process control aspect that youT“ve
proposed, | mean it s my understanding that
inspectors have not been very 1involved at all in
making sure that plants are following up on a

positive and, you know, once you have multiple
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positives, that gets to be another level of analysis
and then you also have the feedback loop between the
slaughter floor and the trim floor which, you know,
that product i1s going to be on the trim floor. |
don"t know what i1t is, maybe two days later or three
days later, and so, you know, 1 guess my question 1is
has OFO agreed to allow the inspectors to
participate iIn this and have you started drafting
any instructions that inspectors will be, you know,
following when this is i1n place?

DR. ENGELJOHN: Thank you. This 1s
Engeljohn. What 1 would say 1is that within the
Agency presently, we recognize that the systems we
put i1n place have really not focused upon this
systems approach other than for the most part our
EIAOs looking at our food safety assessments, to
look at the overall food safety system, and so the
individual employees 1in the plant every day have
been tasked with looking at plant data but there"s a
great deal more that needs to be done than just
looking at the data. And so the systems we have in

place presently aren"t designed actually to address

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

256

it as comprehensively as what they could be but 1
can tell you that we are working on a couple of
policy documents that are going through the
clearance process which gives the internal program
areas the opportunity to comment but, but for the
most part, we are focusing on slaughter/dressing and
those activities there, as well as iIn those
operations that have trim TfTabrication as part of
that slaughter operation, how then the two
operations need to be looked at as a system which
isn"t specifically what we would do today iIn a very
defined way. So that would be i1n the form of a
policy document that is under development.

IT 1t does issue, and I think there®s merit
to it, but we certainly will work that through that
process, there will need to be a very strong
training component with that as well, and 1f that
policy moves forward, clearly it would have the buy
in of all the program areas within the Agency.

So from our perspective, we recognize we
need to focus on a more systemic approach in plant

every day as opposed to relying upon the food safety
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assessment specifically to identify problems, and so

that is an area that we are, in fact, focused.

Yes.
MS. HATCH: Yes, Michelle Hatch with
Greater Omaha. Yes, 1 don"t kind of want to take

away from that piece of i1t, and I just want to say
that as safety and being a U.S., you know, resident
and everything, we have the safest food basically in
the United States and we got that from everybody in
this room coming together, and first of all, 1 just
want to make sure that nobody loses sight of that.
So that means that somewhere along the line, FSIS,
the i1ndustry, the consumer groups, everybody has
come together to make that happen, and we just need
to make sure that everybody knows that it has been a
collaborative effort in making that happen because,
not one industry or group, and that has solely been
able to do that and make this a process, and so it
has been a collaborative effort among everybody.

And 1 think that, Dr. Engeljohn, that, you
know, the FSIS in the districts, we have a really

great district actually in the area that we are,
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that really uphold a lot of what®"s been up here on
these bulletins and the PowerPoints, and 1 think
it's more about the unity of going across the
districts, and 1 think probably in Karlease Kelly"s
outreach programs, that i1t"s a matter of gathering
information as to which districts are actually doing
better In conveying the messages from Washington and
utilizing them 1In your outreach programs to the
other districts, would be just a recommendation.

DR. ENGELJOHN: Thank you. I do want to
also just touch on that. I agree that there does
need to be a good working relationship at the plant
level with the inspection force, and the
inconsistencies across district lines i1s always an
issue that I think we tackle on a day-to-day basis.

I will say though that we do know that
there are differences 1i1n the levels of control
amongst the establishments, and coming up with at
least some minimum level of what we would expect for
everyone, not on a regulatory format at this point
in time, but at least getting all operations up to

having programs in place that at Jleast are
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demonstrated to be effective is something that we

will continue to strive for, and | think 1t does
point out there are differences amongst
establishments. There are poor performing

establishments for which the Agency 1is focused and
it’s not focused just to put our resources there and
continue to get them there but it"s to ensure that
those establishments actually develop their programs
into effective food safety systems and that"s a
focus 1 think that we need across the districts we

have a need to put a little more effort. So thank

you.
Yes, In the back.
MR. DANIELSON: Thank you. Dean Danielson,
Tyson. Dan, and 1 hope everybody, you know,

everybody did hear you, training, things as we
learn, we implement things and develop new things to
address the new learnings and training iIs a very
difficult task across multiple companies, multiple
plants and FSIS. I mean this 1s a very complex
matter that we"re talking about, not only just how

to go out and cut a piece of meat off, but then as
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these reviewers or EIOs go in or company people, as
we go review raw material suppliers and our
auditors, it"s very, very complex, the lab methods
that are in place. How do you look at validation
data and assess that within the process that"s
there. 1Is it legitimate? 1Is it, you know, is it --
I use different slang terms, but is i1t worthless or
is It not very good. So i1t"s very challenging to
get people up to speed and to get them.

I"ve got an anecdotal story here for you,
Dan, and just last week, this was iIn FSA, we were
having in one of our plants, the EIAO0, this is the
first time in history, in my history that this ever
happened, the EIAO went to the laboratory to review
laboratory procedures. This never happened before.
That"s an outcome of new learnings and trainings,
and then 1interestingly enough, the EIAO observed
that In our procedure, we had a modification in the
enrichment process than what the manufacturer had iIn
theilr prescription. And he saw that. This 1s
great. 1 mean a great observation that was made, an

astute observation with my auditors doing raw
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material suppliers, 1 would expect them to see the
same thing, and so then he drove us through the
process of showing us -- show us your validation to
support this alternative enrichment process and we
did have that, and 1t was an improvement over, from
our standpoint, for validation.

But 1 make that as an observation. It"s
the Tirst time this ever happened. I think 1t"s
very good when you guys go into the plant, and for
everybody else to listen to this, 1it"s a long
complex process and 1t takes a lot of training and
education and intuitive people to go in and look at
these things that are going on and the more
exposures that they have to them. It was heartening
to me to see that type of an in depth analysis take
place rather than, you know, don"t take this too
hard but the NRs we get, a piece of paper that"s not
signed or a date that might be out, you know, those
types of things that come out of the FSAs that are
more, you know, mundane than a true iInterpretative
observation of a process validation difference,

that"s good stuff. We all need to be better at
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that. So I"m heartened by that. My people got all
excited when this happened. 1 thought i1t was great.
I thought it was great. Thank you.

DR. ENGELJOHN: Thank you. I appreciate
that. Anytime we get that anecdotal 1i1nformation,
it"s helpful.

I will say at least from a commitment from
the Policy Office and the Agency, we are trying to
put out policies that have delayed effective dates
so that there 1s, i1n TfTact, a training component
built 1nto them so that before they®"re implemented,
there actually is an understanding of the intent and
that we"re actually on the same page both our own
employees and the iIndustry as to what we"re trying
to do. How we teach somebody to think 1is a
different issue. |1 think that we can learn a great
deal from you i1n terms of the audits that you do,
the types of things you look for to help inform us.
It 1s an area where 1 think we need to focus more,
and 1"m glad our employees are stepping up to the
plate. So thank you for providing that. Yes.

MS. KOWALCYK: Barb Kowalcyk, CFI. 1 just
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wanted to play off a comment that he made, and this
is a very complex issue, and I really think that, |
just want to reiterate the point that 1 made
yesterday 1i1s that FSIS really needs to provide
plants with the technical assistance so that they
can develop sampling plans.

I"d like to take it even one step further
because 1 don"t think -- you®"re going to have to
have some sort of oversight on the development of
the sampling plans and the iImplementation of the
sampling plans because, as the gentleman just
pointed out, garbage iIn gets you garbage out, okay.
So you need to have a good robust sampling plan
that*s i1mplemented <correctly so then you can
generalize and interpret your results. And 1 don"t
think that the iInspectors have the capabilities or
the time actually to do those activities. So one
thing that we have advocated for 1is that sampling
plans for the plants should be certified or approved
through some mechanism either by FSIS or by an
independent third party. And that will make sure

that you"re really achieving the goals that you want
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your microbiological testing programs to achieve.
So that"s the one comment.

The other comment 1°d like to make briefly
since 1 know there"s others waiting 1i1s 1 think
really there needs to be more discussion and focus
on the fact that iIn recognizing that you can®t have
a one-size fTits all sampling plan, you really need
to talk more about the power of your testing
programs, and make sure that they®"re again -- iIt"s a
way to evaluate whether or not they"re meeting the
objectives that you"ve set forth.

DR. ENGELJOHN: Okay. Thank you. Yes.

MS. ROSENBAUM: Donna Rosenbaum with STOP
again, and 1°d like to take a comment a little
further again on the testing program and on the
prevalence rate, and reference that in terms of the
overall goals of this program. So I have a comment
and a question.

I understand and we support the notion of
differentiating between and having to have a system
differentiating between total system overload with

contamination rates indicating that something has
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really gone wrong versus there being a low level
sporadic rate that will be background and that we"ll
never be able to get this to zero.

However, there"s a difference between
saying that and then taking the position that that
level that you®"ve set It at, that you know that
there"s sporadic rate of 1s okay, and this 1i1s a
lethal pathogen. This is just about the second now
most important toxin to man, and we need to have a
system. I would like to know whether it is a goal
of USDA 1in setting forth this plan to drive that
number down over time, and if so, we"d like to see
that much more thoroughly implemented throughout the
guidance document.

DR. ENGELJOHN: Okay.

MS. ROSENBAUM: And we saw some comments
yesterday that indicated that some people in the
industry are looking at it that way, but we*d like
to see that reflected in the USDA material so that
we"re not, vyou know, 10 vyears ago after HACCP
started with standards that are not being driven

down, that have kind of just set there and set 1iIn
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place. Especially with this pathogen, i1f you“re
looking at this pathogen, i1t"s going to be necessary
to do things and acknowledge that it might be very,
very small and incremental over time, but we do need
to have something iIn place that drives it down.

DR. ENGELJOHN: Great. | appreciate that.

I will say the Agency does have i1ts strategic plan

posted. It is available to look at, and i1t 1is
designed actually -- 1t doesn"t have a specific
performance measure in 1t Tfor beef trim. It"s

specific at this time for ground beef, but the
Agency has a number of other performance measures
that we"re working towards, and they“re built with
the 1i1ntention of having continuous 1Improvement.
They are not set at a level and they stay there.
They"re actually built so that we"re constantly
trying to drive down the rate that we have.

So it is one way to articulate 1i1t, but
clearly we haven®™t articulated that in a manner that
you can see that. But I will say the way that
presently our risk management programs are designed,

they are designed to identify what we believe to be
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the current practice and then to set a level that"s
going to drive that down further until the point at
which we know that there needs to be some
substantive intervention in place perhaps to take it
to that next level. We don"t think we"re there with
0157, and so there 1is the design to continuously
lower that. We"ll better articulate that.

I think you have a follow up.

MS. ROSENBAUM: Would you consider setting
a time. I don"t know what that time would be, but
something that everybody would agree upon, whereby a
year after you -- the anniversary date of every year
after you release the compliance document and it"s
complete