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PROCEEDI NGS
9:02 a. m
Convene Pl enary Session
DR. WACHSMUTH: Anybody have anything? Al
right. Wat |I'd like then is to turn the chair over to
John Kvenberg who will report fromthe Subcomm ttee on

Bl ade Tenderization/E. coli 0157:H7 and at |east get us

started on the discussion.
Report of the Subcomm ttee on Bl ade Tenderi zation/E.

coli:H7 and Di scussi on
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DR. KVENBERG  Thank you, Madam Chair.

Well, the subject that we were addressing is

E.coli 0157 and its association with bl ade-tenderizing

beef, otherw se known as non-intact beef, and the
subcomm ttee, in August, nmet in response to questions
that were asked by -- asked of it, that were formul ated
at FSIS, and if | could, I'll just preface that by
saying that one of the drivers of this was two
situations, one in Mchigan and one in Canada, from
foodborne illness investigations that involved bl ade-
tenderi zed product.

I n August of 2000, there were two human isol ates of
0157 identified by the M chigan Departnent of Health,
and in these cases, this was a, | believe, chain-
operated restaurant, small |ocal chain-operated
rest aur ant .

The second was information we received and
reported in -- from Quebec Center in Animal Health in
Canada that occurred in October of 1999. Again, the
risk factors identified here were roast beef cooked
rare and a second reported situation where the risk
factors included again rare cooked beef.

So, to preface this, | guess the word you

could use is a paucity of outbreak information that we
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had to work with relative to outbreak situations that
occurr ed.

The first question that we were asked is,
based on the available information for non-intact
products, could you ask -- could you answer several
guestions relative to 0157 survival in steaks and in
roast beef products, considering the traditional
cooki ng process for these products can be very rare or
rare?

The subcomm ttee concluded that there was
sufficient information to address steaks, which is what
we dwelled on in the second question, but there was
just no data to really address the question that was
addressed to roast beef products.

The question that we addressed is, do non-

i ntact bl ade-tenderized beef steaks present a greater
risk to consumers from 0157 conpared to intact beef
steaks if prepared simlarly to intact beef steak
product s?

The concl usion that we reached was based on
studi es that were done at Kansas State University
relative to a conparison of the steak material s that
were tenderized by one pass through a bl ade tenderi zer

as conpared to steaks that were not, and the only
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heating characteristics that was studied in the Kansas
State study was broil ed steaks, bearing in mnd that
grilled steaks and other formati on of steaks are al so
ways of preparing this, so the heating kinetics in this
study dealt specifically with the broiling process.

The results of the Kansas State study said, |
think the first interesting point is that through the
tenderi zation process and m sting the 0157 on the
surface of the organism then putting it through a
singl e pass of the bl ade-tenderization process resulted
in an internal core inoculation of three to four
percent of the surface contam nation of the product.

So, there is internalization of the product.

We had sone di scussion, since the study was
based on exam nation of translocation to the geonetric
center of the cut of nmeat, was that the cold spot of
the meat? We don't -- there's sone data gaps that w |l
conme through on our studies.

So, the first point, | guess, that we drew a
concl usion, and we went through this again fromthe
draft you've seen earlier and was handed out this
norni ng, would focus on the Point A of the second
guestion, and our finding so far is that non-intact

beef steaks do not present a greater risk to consumers
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if the neat is oven broiled, enphasis added, and cooked
to an internal tenperature of a 140 degrees or above.
That seened clear fromthe data that was revi ewed.

The data becane nore variable at tenperatures
bel ow 140 degrees, coefficient of variation was
growi ng |l arge, but |ooking at the data and in sone
depth yesterday afternoon, we can state that there is
an achi evenent in tenderized product of a | og reduction
of 3.2 logs reduction in blade-tenderized product and a
5.2 log reduction for intact beef steaks at a
t enperature achi eved i nstantaneous at a 120 degrees
Fahrenheit and that's about as far as we could take the
parti cul ar concl usi on.

One of the questions that we've been asking
is, what's the significance of the |og reductions, and
what woul d be the value to achieve the safety given an
unknown quantity of what woul d be expected on the
surface of a product?

It calls for cooking instructions for the
industry to, if the conclusion is reached that Dbl ade-
tenderi zed steaks actually need to be treated
differently, what would that recommendati on be?

In addition to those questions, we were al so

asked to address yesterday an additional question by --
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that was posed to us, does the available scientific
evi dence support the need for |abeling requirenents to
di stingui sh between intact and non-intact products in
order to enhance public health protection?

| think that m ght be a point that would
warrant further discussion by the full Commttee. 1In
the subcommittee deliberations yesterday, we concl uded
that there wasn't sufficient data at this tinme to
warrant a response to the question, but | think the
full Comm ttee ought to have a discussion of what m ght
be an appropriate recommendati on.

It's clear that research needs were
identified, and they are listed at the tail-end of this
docunent, and therein, | think, is a point for
di scussion, where the data gaps are, to nore fully
understand the situation, and what we're really tal king
about with bl ade-tenderized products.

We don't have quantitative baseline data for
0157 or other information or data on indicator
organi sns basically for conparison, including other
pat hogens that m ght be brought to bear on answering
this question of what the recomendati on shoul d be.

There's not data collected fromvarious types

of establishnents on this question of inoculum More
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research could be applied to the survival of 0157 in
core beef sanples foll ow ng cooking at the specific
tenperatures. W don't -- we thought that there was
information that could be gained fromthat.

As | stated earlier, both industry and
consumner practices relative to cooking of beef
products, other than the information so far provided by
Kansas State in the broiling process, needs to be
devel oped so we have a better understandi ng of that,
and as is any reconmendations for exactly how
tenderization is conducted, that is the nunber of
passes through the tenderization process, would change
t he dynam cs.

The assunption of the Kansas State data was a
single pass, and a very limted information survey
conducted by Kansas State said it was the practice of
some establishnments to make nore than a single pass.

It was rare but there was at |east one report of up to
ei ght passes through the tenderization process, which
woul d change the dynam c of the inoculuminside
tenderi zed steaks.

| guess to summarize this, a better
understandi ng of the variability of the internal

tenperatures and exactly what's going on, even with the
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data so far presented on broiled steaks, would be
hel pful, and a quantification of the D and Z val ues.
They use a cocktail strain of five types of E.coli to
get sone indication of exactly what the therm
destruction kinetics of 0157 used in the Sporing study
are woul d be hel pful.

The status of the research that was done at
Kansas State has been conpleted in the thesis and
articles have been prepared for publication but are
still internal within Kansas State University and w |
publish shortly.

|'"d like to al so nake the Committee aware
that information we | earned yesterday, that additional
researchers are reporting out information on bl ade-
tenderi zed products today. The Western Cattlenen’s
Association in Denver is having a neeting and a
conference where information on risk assessnent, the

organi snms of Listeria and Sal nonella on production of

cooki ng bl ade-tenderi zed steaks, is being reported by
ABC Research Laboratories.

Silliker Labs has got information relative to
a survey they have done on retail sanples to determ ne
| evel s and the types of pathogens in non-intact beef

products.
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At this same neeting, the Kansas State
University research is being presented on what we
di scuss here today. There's a discussion, and | don't
know the topic, of the Canadi an Beef Information
Center. This is also nore information that's comng to
light.

So, | think it would be -- the Commttee
shoul d be aware that reports of additional information
and research is currently going on, and it's a work-in-
pr ocess.

So, with that, basically that's an overview
of where we are today, and | think I would propose,
Madam Chair, that we open up the full Commttee for
di scussi ons and reconmendat i ons.

Clearly, | think what we're pointed here is
filling in data gaps, additional information, and then
comng up with a formul ation of reconmendi ng to USDA
where we can fill data gaps and come up with finite
recommendations to the questions that were posed.

DR. WACHSMUTH: Ckay. | guess the best way
to proceed would be to take it fromthe begi nning.
Start on Page 1 and ask if anyone has any comments j ust
on the General Background or Question 1 to get us

started, and then if we can nmake our way through the
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report, | think what I'mhearing is the subcomm ttee
woul d i ke for this Committee to tell the agency the
data are not there to answer the questions the agency
has posed, and the subcomm ttee would call for nore
data or maybe recommend that the agency call for nore
dat a.

Any conments from any nenbers? Dave?

DR. THENO Thank you, Madam Chai r man.

|"ve served as a subject matter expert to
this Commttee and have reviewed the Kansas State data
at sonme |length and have at |east cursory know edge of
some of the itens that are going to be discussed at
this nmeeting today in Denver, | believe.

One of the -- there are certainly a nunber of
gaps that exist in the data. One of the pieces of
information that does conme out of the Kansas data is
that if contam nants are on the surface of a nuscle
mass, and you are needl e-tenderizing, they are trans-
| ocat ed t hroughout the body of the product.

Question 2, where it goes down, do they
present a greater risk to consumers if prepared
simlarly to intact beef steaks?

Kansas State used a broiling nethodol ogy, and

if you use that assunption, things don't seemto be a
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problem The concern is, is that a product like this
coul d be requested by a consuner to be served what's
called "blue" or "blood rare" or whatever you want to
call it, but in essence cold centers, and the data, as
John alluded to, | think, is it three to five percent
or two to five percent, sonething along that |ine, that
fromthe surface, is pushed down through the nuscle
mass, and if in fact that woul d happen and products
were served with centers |less than 120, that any
organi sms that were there would |ikely survive and be
passed on.

So, one of the things is what percent of
t hese products are, you know, served that way, and
anot her question is, wuuld a restauranteur, if
requested, be able to tell the difference between a
needl ed and a non-needl ed product as they receive it at
their restaurant? Wthout |abeling today, they would
not .

So, in fact, | would guess that nost people
in the serving side of the restaurant business do not
know one fromthe other. The purchasi ng peopl e may,
but certainly the operators would not, and at the
retail, yes. There's a retail conmponent to this. |If

it's not |abeled or aware of it, and it's sold through
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the retail case, the consunmer would not know at all.

So, | think that that's another gap in the
know edge. | do not know if that's being addressed or
di scussed at the Denver neeting.

DR, WACHSMUTH:  Is this information anywhere
in the report or these concerns or are these concerns

DR. KVENBERG Well, actually --

DR. WVACHSMUTH:  -- in the m nds of other
Conmi ttee nmenbers? John?

DR. KVENBERG W sinply left it that we
didn't feel that the information was sufficient enough
to make a recommendation for |abeling. Perhaps what
Dave Theno is saying is that in terns of guidance that
may be put out or information to both the consuners and
to food restaurant information should be devel oped.
That's not in our report at this tinme. Perhaps it
should be. It's just that we're really at a loss as to
exactly what to reconmmend, other than the way Dave
Theno presented it, is that cold centers would -- could
intuitively present foodborne outbreaks associated with
cold center steaks.

The data ended at a 120 degrees, and we don't

have anything below that. So, there's no science
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behind the question that we're aware of. The research
ended at cooking to an internal tenperature of 120.

That's all the information that currently exists.

DR. WACHSMUTH: | guess what |'m hearing from
here, though, is -- and Dave's comments, it sounds as
if there are sone facts. | nean, there are data that

organi sms go fromthe surface into the center, two to
five percent.

DR. KVENBERG That's true, and it's in the
report that --

DR. WACHSMUTH: That's true. You'll have the
report then. Yeah.

DR. KVENBERG Basically, that was part of
the Kansas State study, that the internalization was
there as we stated previously. Inoculation to the core
of the sanple would result in three to five percent
what was on the surface to be down to the center of the
core of the steak.

DR. THENO W spoke with one of the
princi pal researchers yesterday on a conference call,
and they acknow edged that the study was desi gned
really on the conservative end, if you will, of the
i noculumon the surface, and, you know, they felt it

was a worse case scenari o.
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But nonet hel ess, even at -- and they used two
| evel s of surface inocula, that there was transl ocation
at high and low levels to the center of the product.

DR. WACHSMUTH.  John?

DR. LUCHANSKY: Good norning, everyone.

| think John did a nice job of trying to
convey sonme of the issues that we as a subcommittee
struggled with yesterday, and |I think one of the
critical issues in our deliberations was the way the
qguestion was phrased, and so | wonder if the Commttee
needs to re-eval uate what the actual question would be.

In the strictest sense, it was, is there a
di fference between bl ade-tenderized and non-tenderi zed.
W didn't really -- we really weren't asked to say
what constitutes safe or how nmuch of a difference would
be significant. W just took it the way it was
witten, and we debated that question using a single
data set and that was the Kansas State data set, and as
John intimated, it has not yet been peer reviewed.

W were very |lucky that we had an opportunity
in August and yesterday to talk at length with the
fol ks at KSU, and they were very hel pful, but froma
strictly scientific point, that was brought out by

several Commttee nmenbers, Carol being one.
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The way that the sanple was taken to
determ ne residual or remaining viable cells did not
necessarily address whether those cells were at the
surface of the neat or whether they were in the center
of the nmeat at the tinme the sanmpling was done.

So, Dave's point about where the bacteria are
and how nmuch heat gets to them and how many may have
survived m ght be another scientific question that
needs to be addressed, but again to reiterate, whether
a three-log reduction is sufficient or a five-Ilog
reduction is sufficient, wasn't the charge that we were
gi ven.

W were sinply asked to determ ne whet her
there was a difference between tenderized and non-
tenderized and really the only data set we have was the
KSU data set. So, | want to hopefully not to bel abor
the point but to bring that for discussion.

DR. WACHSMUTH:  Dave?

DR. ACHESON. Two points. One is that |
think fromwhat Dave's saying, is that if we believe
t hat on occasion, there are live 0157 getting to the
center of steak that will essentially remain cold, and
from what we know of the epidenm ology in ground beef,

we can assune that as few as 10 of those, 10 to 50,
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that may be an infectious dose. That may be enough to
i npose di sease in a susceptible person.

| think, so we really don't need many in
there, and if it's a rare event, where it's essentially
not heated at all in the center, then | think we' ve got
a serious issue to that.

The other part of this is that | think
getting the epidemology to link rare steak with 0157
out breaks is going to be alnbst inpossible. It's got
to be an extrenely unusual event, but if we're right,

t hen maybe sone of these rare steaks are responsible
for sporadic 0157 infections.

The epidem ology is just not there, and we
don't have the resources, as far as | know, to go
chasing sporadic cases. So, we're never really going
to get there. So, | think what I'mleading to is that
we really do need definitive data, and to pick up on
John's point, to show that there are a certain nunber
of live 0157s getting to the center of the neat as
opposed to fromthe surface down, which |I renenber was
an issue, and then | think if we know that, we know
what the infectious dose is, we should be in good shape
to nove forward.

DR, WACHSMUTH:. |Is that captured in the
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guestions, do you feel?

DR. KVENBERG | think sone --

DR. WVACHSMUTH: [I'mthinking in terns of how
we mght need to revise the report, if we do, to
capture the things that we're saying right now.

| think it's there in a way. It says
survival of 0157 in core beef sanples foll ow ng
cooki ng.

DR. KVENBERG. Madam Chair, | woul d point you
and the Commttee to the Research Needs, the second
proposed research needs. David, that's getting to your
point. The survival of 0157 in core beef sanples
foll owi ng cooking at specified tenperatures.

Does that rendition get us to where you want
to be?

DR. ACHESON. | think that's exactly the data
we need, and based with what we know of consuner habits
that David alluded to with people who eat blue steak.

DR. WACHSMUTH. Ckay. Dane, wel cone.

MR. BERNARD: Thank you, Madam Chair.

Dane Bernard, Keystone Foods.

As the subcommittee deliberated this, |I'm

sure the question of how do we get to the exposure

assessnment piece canme up, and | think sone of the
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guestions that you asked in terns of data needs address
t hat .

Specifically, is there any way that we can
use existing data on E.coli, a certain nunber of those,
maybe A-7, to try to cone up with sone estimte of how
many mcro -- 0157: H7 m ght be on the surface that
could be in fact transl ocated?

As Dave said, Kansas State did a job, and we
all as mcrobiol ogi sts have done chal | enge studi es.

You' ve got to use enough bugs that you can detect them
after you run the study and that tells you it's
possi bl e.

The other piece is howlikely is the
contam nant to have been in a location where it could
have been translocated in the first place and that's
what you need to do, kind of a risk estimate, so that
you can make a decision on the risk managenent deci sion
as to whether to |label or not or whether there are
ot her options you have.

So, I"'mwondering if there's sonme thought
about how we can get to that piece.

The ot her question | have for the
subcomm ttee deals specifically with Question 2, Answer

A, Madam Chair. | don't know if you want to go to that
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poi nt yet or not.

DR. KVENBERG. Madam Chair, could | respond
to one point?

Maybe it wasn't clear in the research need
identified, and we could nodify it, but in our first,
very first research need identification, Dane, was
poi nting out the lack of qualified -- qualitative
basel i ne data on 0157 that's presenting itself on
primal and sub-priml cuts.

| think that's where we thought, when we went
to the exposure assessnent, the data that would be
useful may lie. Maybe if you want to | ook at that and
nodi fy. That was our best guess on that point to where
we coul d go get the data.

MR. BERNARD: That gets to it. M question
specifically is, do we have information before us today
where we woul dn't have to enter into new data-
gathering? |Is there sonething we can use today?

On our subcomm ttee, we tal ked about data we
don't have, which is the E.coli data that industry
collects, but if we could access sonme of that, nake
some assunptions about how many of those were H/s, is
there a way to use that kind of information? That was

t he nature of the question.
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DR. WACHSMUTH: Ckay. John, do you have data
i ke that available? Are there data on these cuts of
meat or the surface of untenderized cut?

DR. KVENBERG |'d actually defer to John
Luchansky. | don't know the answer.

DR. WACHSMUTH: Ckay. John?

DR. LUCHANSKY: Again, just yesterday, we
becanme aware or cogni zant of sone data that Russ
Flowers is going to present in Denver, and | don't know
if the rest of the Commttee has the agenda for that
nmeeting, but he will be talking on a national survey to
determ ne | evel s and types of pathogens in non-intact
beef products, and if the information was correct that
we received, that would be at the retail level, and
they were unable to find 0157: H7.

Now, the absence of evidence is not evidence
of absence. What was the threshold for detection? How
many sanples? W weren't privy to that type of
information, but that mght be a start in the right
direction, although certainly having nore data would
obviously be -- allow us to make a nore inforned
deci sion about the levels likely to be found and then
to extrapolate as to the levels that m ght then be

internalized and the tenperature and tinme regi men that
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m ght be needed to effect a positive outcone.

So, | think we're going to be actually
getting the executive summary of that conference today,
and so the information should be avail able shortly.

DR. WACHSMUTH. The other thing we m ght do
is craft another research need bullet to put in this
report because the agency can use this report to take
to ARS or to others and say, you know, the advice of

our M crobiology Advisory Commttee is that we need to

get this information. It would help stinulate that
research, | think
John?

DR. KVENBERG Well, drawi ng from di scussi ons
we had yesterday, | don't know what the viability of it
is, but there is information on E.coli in beef
products, and what conmes to mnd is | don't knowif
it's indicated or indexed, maybe that's a thing to | ook
at to see if there's sonme indirect way of measuring
information you can't get directly.

There is industry data out there on E.coli.
There's just not information on 0157 and that seens to
be the driver here. | don't know the applicability of
it, but again if we had sone basis for making a

conpari son and could extrapolate fromthe data that's
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known on E.coli generically, that mght be useful.

DR. WACHSMUTH: Yeah. As | look at it, |
t hi nk you' ve got everything in Research Need Nunber 1

That shoul d be sufficient.

Dave?

DR. THENO Along that |ine about avail able
data, National Cattlenmen s Beef Association did sone
carcass survey work, and while it's not germane to
primals, at least it relates, and | wll ask if they
will release that information to the Comm ttee.

Skip, was there an AM study, a survey, of
carcasses or primals? | recall there was a request or
it was contenplated. | just don't knowif it was ever
funded or conpl et ed.

DR. SEWARD: Yeah. | don't know. I'Ill ask.

It was before ny tine, but I'll ask on that and see.

DR. WACHSMUTH. Ckay. W have quite a few
flags up. Next, I'"'mgoing to call on Bob Buchanan.

DR. JACKSON: He's not here.

DR. WACHSMUTH: Ch, he left? Carol Maddox,
and then go around to Bruce.

DR. MADDOX: The one thing that | agree that
trying to obtain this additional data regarding on the

contam nation that occurs in the field on sub-prinals
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and primal cuts is inmportant, but | think the one thing
that we need to be cautious about is the way in which
we collect the data on core sanples as opposed to the
current data which we have which is limted, because it
was based on | og reductions and cross-sectional sanples
of steaks.

DR. WACHSMUTH: Ckay. Thank you.

Bruce?

DR. TOWKIN: This is Bruce Tonpkin.

Per haps a worse case in the matter of whether
you can stretch it this far, if you consider that we're
t al ki ng about a bl ade-tenderizing steak. A worse case
may be a ground steak, and USDA does have extensive
data on their survey for 0157 in ground beef where the
data show that the preval ence is sonmething | ess than
one percent and that's using a nmethod that involves an
enrichment of 325 grams, which is about a 12-ounce
steak, | think.

That's actually arrived at by enriching five
i ndi vi dual 65-gram sanpl es, and the agency has been
able to go back into sone of those results and
determ ne how many of those five sub-sanple units were
positive, and Walt Hill provided that at one tine.

But it is a way to arrive at a concentration
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for 0157, excuse ne, in a nmass of neat that would be --
was ground. Now, there's sone things about grinding
that actually could lead to a different distribution,
but the basic idea may be applicabl e and hel pful.

Another -- | did have a question, and | don't
see it addressed in the questions here or in the
information. Wat is the quantity of this material?

If you think in terns of what is the exposure to
consuners, how nmuch of -- how nmuch bl ade-tenderization
bl ade-tenderi zed beef steak, roasts, are actually nade
avail able to retail establishnments?

DR. KVENBERG  Madam Chair, we discussed that
guestion in passing, but it's not in the report. Does
Dan have the -- Dan Engeljohn maybe can --

DR. ENGELJOHN: This is Engeljohn.

| would say it's identified as the Research
Need 5, the proportion of blade-tenderized neat

distributed to retail establishments.

DR. KVENBERG  Thank you

DR. WACHSMUTH. Does that get it, Bruce?
DR. TOWPKI N:  Yeah.

DR WACHSMUTH:  Ckay.

DR. TOWKIN. It's the quantity.

DR. WACHSMUTH: Right. Gkay. GCkay. Bob?
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We'll cone back to Bob. You were out when | called on
you, but we'll call on you again.
DR. BUCHANAN: Yeah. | do apol ogize, and if

nmy question was asked in a different manner.

| did want to ask the question on the five

cocktail strain that was used to do these experinents.
Was this an uncharacterized group of strains or are

t hese wel |l -characterized strains that have been put in
a reference collection, etc.?

DR. KVENBERG. W revisited that question
yesterday afternoon on the tel ephone call, and the
strains that are involved in that, | guess, basically
what's needed to be done, and it's sonething that |
think they intend to do at Kansas State, is to do
t hermal - ki netic studies on the cocktail of the five
strains they used. It's common strains. |It's
information we didn't have before us at this point.

We identified it. | think it's obtainable.
It could be identified as a research need, but the type
-- the five strains that went into them | think, are
enunerated in the thesis.

DR. MADDOX: W have an additional piece of
information that we obtai ned yesterday with D AND Z

val ues on the 0157: H7 strains that they used and the
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cockt ai |

DR. BUCHANAN: Because | was going to say
t hat --

DR. MADDOX: They're not identified as
recogni zabl e strain designations. W just know the D
AND Z val ues of the cocktail

DR. BUCHANAN: Because if they were,

di fferent strains have been put to the culture
collections, there's a great nunmber of these that have
had their thermal -resistances characterized. So, |'m
just wondering if that information is avail able, just
it hasn't been dug out of the literature.

DR. WACHSMUTH: Ckay. This may be addressed
in Point Nunmber 7 under Research Needs or do you need
to add sonething to that?

DR, BUCHANAN: Well, that's my point. There
may not be a research need, if they've already been
wel | -characterized. W just would -- they may not have
personal |y characterized the D AND Z val ues for the
strains, but if they're well-used strains in terns of
experimentation, there have been nunerous studies on
t he thernal -resi stance of E.coli 0157.

DR. WACHSMUTH. Ckay. Skip down to -- is

this to this point, John? Go ahead.
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DR LUCHANSKY: | agree, Bob, and we can get
that information, but know ng how often sone strains
get passed it, then, you know, maybe it woul d be
worthwhile just to go ahead and run the val ues anyhow
for them and they are commonl y-used strains and you
can conpare them Since so nmuch enphasis is going to
be pl aced on those five strains, it would be nice to
check them out.

DR, WACHSMUTH. Ckay. |I'mgoing to go to
Peggy.

DR. NEILL: | think it would help the flow of
t he docunent. There are a nunber of things that we've
been tal ki ng about here this norning which are not in
t he docunent, and they had to relate to positioning
them 1 think, just under Question 2 because that is
t he point at which in the docunment, it is being asked
about risk to consuner.

It makes a better rationale to | ook at the
| aboratory aspects, if you know that there have been
instances in which transition by such a nechani sm has
occurr ed.

In a related fashion, on the top of Page 2,
under the Situations Discussed by the Conmittee, the

consensus is Nunber 1, Additional Data from M chi gan
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and Canada Qut break Reports.

There is no reference preceding that in the
paper as to what they are, you know, whether it's a
docunent or a privileged conmuni cati on or sonethi ng
along these lines. So, the way | woul d suggest trying
to blend this in would be to insert what woul d probably
beconme two paragraphs under Question 2 that would
relate first to what is known on the basis of
epi dem ol ogi cal data, the outbreaks and sporadic cases,
and make explicit the fact that distinction of the
bl ade-tenderi zed versus not is not gathered in the
current node of investigation for cases, so that you
lay out a rationale that says, yeah, there have been a
fewtinmes in which this has occurred, but in actual
fact, the entire surveillance systemreally is not
pi cking up the distinction.

Then the second point that | would probably
bring in, and I don't know quite how you do it, would
be the point that has been brought out so far tw ce,
that we really don't know the extent to which these
products are in retail trade, and that even for those
that are, probably many persons, either in conmerci al
operations or individual consuners, would not be able

to recognize it per se.
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| think if you lay out that in a nore
explicit fashion, that makes a nuch better rationale,
and it makes the report clearer for when you go forward
with the next set of paragraphs that pertain to what
are in essence | aboratory experinents.

DR. WACHSMUTH. Ckay. As the, at least for a
short tinme, the potential recipient of such a report, |
think that Peggy's correct because the agency won't
have access to all of that information, the points that
you brought up in the begi nning.

So, | think the best thing to do would be to
try to craft a couple of paragraphs during the break or
| unch and maybe we coul d get those just one sheet of
paper back to the Conmttee to adjust the report,
because it comes across nmuch stronger. | think it
gi ves the agency nore guidance in terns of the need to
do this than the current report.

John?

DR. KVENBERG. Madam Chair, may | suggest
that we get together with -- as you suggest during the
lunch break and craft this, with Peggy's help, we can
put an insertion into the report on her comments, and |
guess with that, that basically is, in addition to

research, | think I'm hearing an additi onal
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reconmendation relative to how epi dem ol ogi ca
information is conducted and naybe we need to have --
wi thin the paragraph that we're going to be crafting on
that, is to pose that question to CDC for its guidance
to states and locals on their investigations for asking
the question, so that data could be captured. Maybe we
could get that in there, too.

DR. WACHSMUTH.  If it's possible. GCkay.

Larry?

DR. BEUCHAT: Larry Beuchat.

We' ve heard sone discussion, and | think the
essence of it is that there is need to consider nore
research, nore information, not only on the beef itself
but on the m croorganism and ny questions follow up
on, | think, what Bob was -- the direction from which
he was com ng.

| have not read the thesis nor any of the
reports that have cone out of Kansas State or Silliker
or el sewhere, but the questions that I would want to
find answers to would be the nature of the organism
itself, the heat-resistance of each strain of the
cocktail that was used, the physiological age of these
cells, the influence of fat content in the beef.

We know that fat can protect. The rate of
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thermal -transfer is influenced by fat content. The pH
of the meat. A nunber of factors that | think would be
very useful to the subcommttee in terns of gaining
insight as to the behavior of these five hopefully
wel | -characterized strains in nmeat and beef with a
range of characteristics that woul d be exenplary of
what woul d be on the market.

These are just added points that | would | ook
for in making -- feeling better about making
recommendations on the tine-tenperature relationship
for inactivating whatever nunber is targeted that m ght
be on the surface and transferred to the center.

DR. WACHSMUTH: Maybe it woul d be possible
for the subcommittee to anplify the Research Need 7 to
i nclude sonething |ike that.

John?

DR. KVENBERG | guess that brings ne to a
point I wanted to bring up in discussion at sonme point,
and that is, the fate, if you will, or the future
activities of the subconmttee.

| think, although we can cone back with a
response to the agency on the questions as they were
posed today, | ask the question, is there useful ness

for additional work by keeping the subcomm ttee engaged
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on the issue in light of new information we haven't
seen yet, the peer-reviewed information, and future
work that we nmay be able to report back additional
information and findings on these questions that are
bei ng posed at a future neeting of the Commttee.

| don't know what the thought of the charge
is, if the idea was this would be the conpletion of our
work. | think we could offer additional review, if we
were to continue.

DR. WACHSMUTH.  Well, | think you' ve
conpl eted the assignnent the agency gave you. You
m ght -- another addition to this report may be that
ot her data are being generated al nost as we speak or at
| east being presented as we speak, and |let the agency
conme back, let the agency read this report, react to
it, and then they'll cone back to the Conmttee.

But for now, | think the subcommttee has
dealt with the information it had, and it's conpl eted
t he task.

kay. Okay. One nore assignnment. Rather,
it's not quite conplete. Thank you very nuch.

kay. We are running a little early. Unless
there are objections, I'd like to go ahead and start

t he Hot - Hol di ng Tenper at ure.

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

137

kay. What I'd like to do then is ask Dan
Engel john to give us the Report fromthe Subcommi ttee
on Hot-Hol di ng Tenperature and start the discussion.

Report of the Subconm ttee on Hot - Hol di ng
Tenperature and Di scussion

DR. ENGELJOHN: Thank you, Madam Chai r man

"' mgoing to wal k us through the handouts
that | gave this norning which are the slides. They're
just a condensed version of the report. The report has
not changed fromthe version that you were sent prior
to the neeting as well as what's avail able out at the
table. So, in the interest of getting us through the
i ntroductory and sumary, 1'1l just wal k you through
t hese sli des.

First, the hot-holding issue was initiated by
FDA partially to respond to questions that are
contained wthin the current Food Code. FDA provided a
t hor ough background docunment of which all of you have a
copy. | thought it was very well done and had a | ot of
inmportant information that facilitated the group's
wor K.

The subcommittee conprised eight people. Al
ei ght individuals attended the subcomittee that was

hel d Novenber 13th in Washington, D.C., and | thank the
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Comm ttee for making that effort.

We al so received input fromindustry nmenbers
that day as well as from FDA and FSIS i ndivi dual s who
were there to answer questions.

The first question is, should the hot-hol ding
tenperature in the Food Code be changed froma 140
degrees Fahrenheit to a | ower tenperature, and if so,
shoul d there be an associ ated nonitoring and record-
keepi ng?

The second question, is there an increased
risk to food safety if the tenperature is |owered from
a 140 degrees Fahrenheit?

The third question, if a margin of safety
needs to be associated with a | ower tenperature, what
should it be?

Fourth, what mnimumtine tenperature
paranmeters for hot-holding would ensure food safety?

And the final question, should there be
nmoni t ori ng and/ or recordkeepi ng requirenents associ ated
wi th hot-holding at tenperatures |less than a 140
degrees Fahrenheit?

These questions becane inportant in part
because the issue cane before the Conference for Food

Protection previously at which tine, the voting
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del egates declined to accept the recomrendati on that
cane forward on the | owering of the 140-degree
tenperature requirenent in the absence of record-
keepi ng.

To answer Question Nunmber 1, the response
that the Commttee came up with in summary is that the
tenperature can be lowered if an associated dwell tine
is associated with a |ower tenperature, and the
Conmittee believed that HACCP is an appropriate
framewor k for hot-hol di ng.

On the second question, non-conpliance with
the current requirenment of a 140 degrees was apparent.

FDA provided information to show that roughly, |
think, a quarter of the industry that was surveyed had
hot - hol di ng tenperatures out of conpliance with the
140- degree requirenent that's currently in place.

The subcomm ttee concluded that there's
substantial safety margin at the 140-degree current
requirenent. W also recognized that abuse, gross
abuse represents -- probably represents the outbreaks
that have occurred with regard to hot-hol ding, and that
if the tenperature is lowered froma 140 degrees, the
safety margin would in fact be smaller.

For Question Number 3, regarding margin of
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safety, we | ooked at information related to the
equi prent capability and found that there's a w de
variation in the ability of equipnent to maintain
tenperatures, fluctuated fromplus or mnus 20 degrees
to plus or mnus 5 degrees or so, and that tenperature
capability was probably a very crucial aspect to what
needs to be built into any safety margin.
In addition, to define the safety margin, we believed
that we had to address the -- what we viewed to be the

primary organi snms of concern being dostridium

perfringens and Bacillus cereus, Staphyl ococcus aureus

was also listed within the reference material, but we

focused our attention on dostridiumperfringens and B.

Cereus.

We believed that the safety margin should be
set above the growth -- the maxi mum tenperature for
growm h range for those two particul ar organi sns.

We also identified that we believed a 130
degrees was the m ninmumtenperature for hot-hol ding,
bel ow whi ch there was the possibility for growth. So,
| think our conclusion was that a 125 degrees was
probably the best representative tenperature at which
growt h woul d not occur, but because of the capability

of the equipnent and the ability to nonitor and
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mai ntai n tenperatures, we identified a 5-degree safety
margin and identified the 130 as the m ni mum
t enper at ur e.

For the mninmum tenperature paraneters for hot-hol ding,
we al so | ooked at information provided in the FDA
docunent that related to a one-log gromh for C
perfringens. That one-log growmh has sone history in
part. There are other federal requirements related to

gromh of Costridiumperfringens, in particular within

the FSIS regul ations that we have in place for ready-
t o-eat products for which there's a cooling

requi renent. W've established a one-log growth

maxi mum for that particul ar product.

We don't actually have a regulation rel ated
to hot-hol ding, although we've had policies in place
for a nunber of years. Mny of our establishnents do
mai ntain hot-held products within the federal
est abli shnments, and we've generally recognized in FSIS
as a 130-degree m ni num t enper at ure.

So, in looking at the information provided
and using the one-log growth maxi mum i nformation, the
nodeling information in part that was provided to the
ARS Pat hogen- Model i ng Program we determ ned that there

could be a tine-tenperature relationship established
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for ensuring food safety, using a 130 degrees as the
m ni mum t enper at ur e.

We then established, based on the information
provi ded, that a maxi mumtinme of four hours at a 130
degrees woul d be equivalent to a maxi mumtine of eight
hours for 135 degrees or an indefinite period of tine
for hot-holding at tenperatures of a 140 degrees or
nore, which is the current requirenent.

And for the final question, should there be
nmoni toring and recordkeepi ng, we did have information
provided to us that generally, the retai
est abl i shnments do have nonitoring of some sort in
pl ace, although it's sketchy as to whether or not the
very, very small establishnents or operations have as
much information or as much control as the |arger ones
that do have the opportunity to go through sone of the
training that's provided, but that generally, we
bel i eve that there was nonitoring that was occurring
but recordkeeping was in fact sonething that probably
was not occurring and that we believed as part of a
HACCP program it is inportant to have both nonitoring
and recordkeeping. That recordkeepi ng, of course,

i ncl udes docunentation that should be naintained.

That answered the five questions that we
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vi ewed FDA had asked us to respond to. Having gone
t hrough that information, we then determ ned that there
coul d be sonme recommendations that could go forward to
facilitate ensuring food safety with regard to hot-
hol di ng.

One of the primary issues was in regard to
educational materials to be provided to food service
and retail operations on how to ensure that food is
properly maintained in ternms of tenperature. One of
the issues that FDA did identify with regard to a
concern had to do with evaporative cooling and the
concerns raised with that as an issue.

We did |l ook at the information that was
provi ded and believe that in fact, the information was
not sufficient to determ ne that we could nmake a
deci sion that evaporative cooling needed to be
addressed wthin the reconmendations. So, we
identified that we didn't have enough information to
address that issue further, but that there clearly was
evi dence available to us that tenperatures varied
considerably fromsurface to the internal tenperature
in a variety of food matrices, that stirring of foods,
putting lids on foods, replacing and repl eni shing foods

was problematic in that even though the tenperatures
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are highly variable, cross contanm nation has been
identified as a problemw th regard to sone
epi dem ol ogi cal evidence.

So, educational materials was an inportant
aspect for which we believed there could and should be
nore information provided to industry.

The second issue is providing information
about equi pnent capability and that there does seemto
be a great deal of variability with the equi pnent
that's out there and being used and that nore
i nformati on and know edge can be devel oped about
equi pnent capability used for food service in
particul ar.

And then, also, that recordkeepi ng was
inmportant, and we had identified that recordkeepi ng was
inmportant for at least 30 to 60 days. |In part, that
woul d be a tinme period that we believe these types of
f oods woul d be available to consuners to eat and that
if there was going to be a foodborne problemw th that
product, that that recordkeeping for that period of
time woul d be appropri ate.

Certainly keeping the information for |onger
than that period of tinme would be advisable as well.

The fact that recordkeeping seenmed not to be a part of
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the establishnment's operations, we believed, was an
i nportant aspect to draw attention to.

The second recommendation related to
assessing the inpact of changes regarding the hot-
hol di ng tenperature and the use of tinme. In our
di scussions, we were provided sone information that
time is used as a food safety control and that |owering
the tenperature, thereby increasing the anount of tine
or decreasing the amount of tinme that product can be
held, may in fact jeopardize or conflict with an
exi sting requirenent within the Food Code. So, we just
rai sed that as an issue.

Oh, sorry. And then, finally, wth regard to
the information that FDA did collect, we thought that
was useful and quite hel pful, although there was nore
information that we believed should be designed into
the surveys that woul d be conducted, primarily related
to the food matrix, the holding tine bel ow the m ni num
tenperature as opposed to just collecting information
about what tenperature the product was held at, and
then just the procedures that industry uses for
ensuring tenperature is nmaintai ned woul d be an
i nportant aspect to capture in any future surveys that

t he agency woul d be doi ng.
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So, open to comments.

DR. WACHSMUTH: Very nice, and we actually
had the document fromthe subcomm ttee in advance of
the neeting. So, |'massum ng everyone's read it, and
if you have any comments, this is the tine.

John?

DR. KVENBERG  Thank you, Madam Chair.

Just one point relative to the tenperature
requi renents and the way the Code states it, and |
think we did cover this ground. |Is that the Food Code
recogni zes time as a public health control, and the
four-hour requirenent is basically there.

So, I"'mjust trying to get an interpretation.
| was on the working group, and | think I understand
it, but I just want to nmake sure that we're saying this

t he sane way.

As a practical matter, within a four-hour
time frame, knowing that the food is being out at hot-
hol di ng, the requirenment would be at 130 with a tine-
dated -- the tine it was offered for retail basically
woul d be sufficient, if the investigator found that
bel ow a 130, it would have to be renoved.

The question is, if we're getting in this

m ddl e ground of a 135, | guess that would kick in a
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record requirenent of tenperature nonitoring over a
| onger period. | think that's what we really are
saying here, is within the four-hour requirenment, the
only thing there is the timng of the presentation of
t he hot - hol di ng process and that woul d be consi stent
with the rest of the Code as tinme as a public health
control

Am | right?

DR. ENGELJOHN: Right. | would just follow
up, and please, any of the subcommttee nenbers, if you
have ot her nmenory about the issue to bring forward,

t hat woul d be great.

But as | recall, part of the issue was we
were provided information about the tine control as a
public health factor or safety procedure, in that it
was very detailed in the sense that the tinme the
product's taken out and a tinme record is kept, and so
there's a process in place that's quite specific to
that which is not as rigorous or may not be as rigorous
for the hot-holding for which, you know, that's -- the
i ssue would be, you mght need to take a | ook, | think,
at those two procedures sinply because with hot-
holding, it's a |ooser type of control than what we

were led to believe on the tine as a control factor.
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So, | think that was part of the issue. So,
there's sone very critical procedures in place, very
speci fic, about when product's going to be taken out,
when it's going to be out of the container or out of
t he heated environment or wherever it's taken, and
t hose differences in procedures between hot-hol ding and
the other may present a problem

We raised it because we thought it m ght have
Sonme concern.

DR. WACHSMUTH: Ckay. Fran?

MR. BERNARD: Thank you. Dane Bernard.
Oh, I'"msorry.

DR. DOMWNES: Thank you.

The other practicality issue that we
di scussed at that -- in that deliberation was the issue
of the local inspector or sanitarian assessing both
time and tenperature without records and that if there
were to be changes in the tine all owance and
tenperature, that they would have to have assurance
that that had been held for that anount of tine at that
t enper at ur e.

MR. BERNARD: Thank you. Dane Bernard.

My question also has to deal with the tine-

tenperature issue, and first, | have a difficult tine
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under st andi ng how we derived the tinme franes.

Looking at the reference material, it says
that if we hold it at 130, it should be safe for the
extent of tinme that it's presented for sale.

Consi dering the pathogens we're | ooking at don't grow
till below 125, | have a difficult time determ ning how
we said, based on a one-log growth criterion, that

we' ve got four hours at 130 and ei ght hours at 135.

| assune, and | guess this is the point, that
the concern here is non-uniformty of tenperature in
the food product, and if that's the concern, | think we
ought to spell out a bit how we arrived at those tines
based on that assunption.

What's the tenperature distribution within
the product? How did we arrive at that assunption?

How did that assunption |ead us to conclude that four
hours and ei ght hours at those tenperatures were
appropri ate?

DR. WACHSMUTH. Ckay. Dan, can you answer?

DR, ENGELJOHN: | can answer it in that in
the information that we reviewed, it becane apparent to
t he subcomm ttee that there's a lack of in part contro
of maintaining a uniformtenperature within the food as

it's presented at retail sinply because of the nature
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of the food, the liquid products being different than
the solid nmass products, and that there's a high degree
of variability there for which I think the cold spots
wi thin that product are not known, and it appeared to
us that the level of control that the retail operations
have was not that consistent or uniformor nor possibly
capabl e of maintaining those tenperatures. But these
time-tenperatures would in fact be for the col dest spot
wi thin the product.

MR. BERNARD: Thanks.

| think you can see the difficulty I'm having
because if the bug doesn't grow at these tenperatures,
we're saying that these tines and tenperatures wl|
prevent a one-log growmh. Wat we haven't said and
what we haven't been transparent on is what are the
assunptions regarding tenperature distribution in that
pr oduct ?

We have got to be making sone statenent with
these tines; otherwise, it's aleap in logic. There's
a gap here in our logic, and we've nmade an assunption
that there are zones in that product that are at a 125
or less, and to conpensate for that, we feel as a
Conmttee that we need to have tinme controls at the

| ower hol di ng tenperatures.
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| nmean, that's what we've said. [|'mnot sure
| agree conpletely with the argunent, but essentially
that's what you're asking us to check off on as a
Commttee. M question to the subconmmttee is, what
are those tenperature assunptions, and can we be
transparent in the docunent about what they are?

DR. WACHSMUTH:.  Thank you. Yeah.

John, is it to this?

DR. KVENBERG  Yeah. Just to the point, and
Dane refreshed ny nenory or maybe you do or don't know
t he issue.

But, Dan, when we discussed this in the
subcommittee, part of the issue that was brought
forward was evaporative cooling. W're talking about
cold spots. | nmean, we maybe didn't go through this in
enough detail to put the science to the question, but
there is a lack of real research data and nmaybe that
isn't inthe report and it may be hel pful, that part of
the concern is that the hot-holding tenperature is
going to fluctuate for various reasons, and one of the
research needs that nmaybe could be put forward into
this is exam ning the thermal -kinetics of hot-hol di ngs
at these tenperatures to where you woul d have areas.

As Dane said, you phrase it as cold spots,
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but 1've heard concerns being raised relative to
evaporati ve cooling and the way equi pment is
constructed. So, there is a science around this, but |
don't think it's published. So, | guess ny thought is,
if there's something we could put forward, we could
poi nt out the need for studies relative to what
tenperature variability would be in a hot-hol ding.
That's the only thing I could offer.

DR. ENGELJOHN: This is Engeljohn.

| would add that in the materials that were
provi ded, Table Nunber 8 is the information that we did
| ook at that identified the differences found within
sonme operations within Maryland with regard to surface
and internal tenperature.

So, that was part of the basis for
identifying that there are in fact w despread
di fferences of tenperatures within a product itself,
not necessarily within the container but wthin a food
matrix itself.

We can certainly add a research need to
clarify that nore.

DR. WACHSMUTH.  Wbul d that satisfy you then?

MR. BERNARD: | think adding a research need

is appropriate, but | think the |anguage that we woul d
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put forth in our report should be specific and say this
is why we are recomendi ng -- making this
recomendation, is that there's an unknown here, and we
think this is an appropriate way to fill that gap until
specific data is collected or sonmething of that nature.

To me, it just said, well, we know it doesn't
grow here, but to keep it fromgrowing a |log factor,
we're going to put in 130 for four hours. It just

doesn't make sense.

3

WACHSMUTH:  Ckay. Can you work on that?
ENGELJOHN:  That sounds fi ne.

WACHSMUTH:  Okay. Is it this?

SWANSON:  It's this.

WACHSMUTH: Ckay.

T %333

SWANSON:  Yeah. It's this.

Now, | would just want to support the
di scussion or the need for nore discussion here because
as you read through the Cormittee's conclusions, 125 is
the cut-off point. You' ve got a 5-degree margin of
safety on top of that, and then to say, well, you need
time on top of that makes people kind of wonder where
it cane from

You have to have a little bit nore there to

di scuss. It's because of variability that exists.
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Because in answering these questions, the assunption is
that's the m nimum hol ding tenperature is a 130. So,
it just -- the logic doesn't fly. So, we need to have
nore in there to substantiate those tinmes or sone
wor di ng around unl ess you have exqui site control
because there are differences in liquids versus solids,
and it looks a little too arbitrary to ne to really
support. The science just doesn't seemto be there to
support those tinmes and tenperatures.

DR. WACHSMUTH: Ckay. | think we should give
Dan an opportunity to craft a sentence to add to that
t hat addresses the concerns.

Bill?

DR. SPERBER. Yes. On this particular point,
this is Bill Sperber.

| was a nenber of the subcommttee, and as |
recal |l our discussion and thinking on this, we arrived
at this conclusion, we think, for good reasons.

The current Food Code regul ation requires
hot - hol ding at 140 degrees, a mninmumtenperature, wth
no time requirenent, and we know fromreports and from
i ndustry representatives at our subcomm ttee neeting
that this is not fully conplied with. There's a fairly

significant |evel of non-conpliance with the 140-degree
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hol di ng requirenent.

So, our logic is that if there is to be --
140 degrees is a very significant margin of safety
over, say, 125 for the maxi mum growth tenperature of
t he pat hogens of concern. |If there is to be any
reduction in mnimm hol ding tenperature, there should
be nore teeth in the Food Code, nobre power given to
public health inspectors to enforce the m ni num hol di ng
t enper at ur es.

So, we put in the time reconmendati ons and
not a mandatory but at |east a subtle reconmendation
for recordkeeping, so that there be sone evidence of
conpliance with a | ower m ni mum hol di ng tenperature

t hat woul d have a nmuch smaller margin of safety in it.

So, | don't think 130 or 135 is unreasonabl e
at all, if it is better controlled, than current
practice. If current practice can't be inproved, then
you might as well |eave the regulation where it is.

DR. WACHSMUTH: | s that Bob?

DR. BUCHANAN: Well, | guess having, you
know, quickly |ooked at your report, | guess that's --
and having listened to your presentation, | guess one

of the questions | would ask is, if you get such a

smal | percentage of conpliance at the current
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tenperature, what information or data do you have to
think that you wouldn't get that sanme rate of non-
conpliance at the |ower tenperature and have a worse
situation?

"1l give you an exanple that has nothing to
do with food safety but it does have to do with safety.
On Interstate 95, when they raised -- when the speed
[imt was 55, everyone did 75. Wen they raised the

speed imt to 65, everyone did 85.

There is at some point where yes, the people
won't go higher than the posted speed |imt because
they're too afraid to drive that fast, but what are
your expectations that you'll actually get the sane --
at least the sane |evel of conpliance?

DR. WACHSMUTH: Ckay. Katie?

DR. SWANSON:  Hot - hol di ng tenperatures for
many products is not |ike driving down a hi ghway
because many tinmes, products are held hot so the
consuners get right hot soup. So, you can't drop it
down too far. There are data out there about what is
the appropriate tenperature to present an expected hot
product and have it taste hot to consuners, and so you
could get data that woul d be appropriate there, if you

got the right channels.
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There are al so reasons why sonebody m ght
want to hold it at a | ower tenperature and that's
related to quality because it will dry out faster at a
140 than it would at a 130, but I -- ny recollection of
the exact tenperatures are pretty low, but | think nost
consuners want it to be at |east above a 130 for it to
taste hot instead of tepid.

DR. WACHSMUTH: Ckay. Bill Sperber, John
Kvenberg, and then Bob agai n.

DR. SPERBER  Yeah. This is Bill Sperber.

W were told generally that the | evel of non-
conpliance with the current regul ati on was about 25
percent. So, we're thinking that any requirement for
recor dkeepi ng woul d i nprove conpliance, whether the
m ni mum hol ding tenperature stays at 140 or if it's
reduced.

But if it's going to be reduced, we woul d
certainly expect sone additional tools that woul d
ensure better conpliance so that the foods woul d be
hel d safely.

There are two rules of food safety. Two of
t he commandnents of food safety are to keep hot foods
hot and keep cold foods cold, and the zone in between,

the century of doom or whatever you want to call it
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bet ween roughly 40 degrees Fahrenheit and 140
Fahrenheit, needs to be controll ed.

| know this is not exactly part of the Food
Code, but in general, over the last 30 years or so,
it's been kind of FDA practice that if you're in this
range between 40 and 140, the practice is you keep hot
f oods above 140, cold foods bel ow 40. You can be in
between for up to four hours nmax. So, that partly
underlines our selection of four hours maxi nrum at 130.

Strictly speaking, you could be at 120 or 110
or 70 for four hours, and the food would still be safe,
but, of course, we couldn't regulate that.

DR. WACHSMUTH: Ckay. John?

DR. KVENBERG  Thank you, Madam Chair.

| actually have data, and | think we | ooked
at it during the subcommttee report and wasn't
included as a chart. Maybe this would be hel pful.

I nformation that was gathered was the range
and frequency of distribution of hot-holding
tenperatures across the United States, and the sanple
size was 1, 288 observations across all types of food
est abl i shnments on hot-holding, and the results in very
brief summary were, the findings were that 70 percent

were determned to be at or above a 140 degrees, 30
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percent were over -- were bel ow 140 but over 130, 17
percent of the observations were bel ow 130, above 120,
and ni ne percent of the popul ati on observed was bel ow
120 degrees.

So, there is a frequency distribution and
sort of a bell curve that we |ooked at to at |east help
Bob Buchanan's question about what observations we had
to consider in the working group, and so that's
basically it.

Ri ght now, as it stands today, our survey was
nati onal |l y-based. | don't knowif it's statistically
valid or not. | can't answer that. That's kind of the
t hunbnail, 70, 30, 17 and 9 percent.

DR. WACHSMUTH. Ckay. | had Bob next, and
t hen going to Dane, Bob.

DR. BUCHANAN: And | guess it was that
distribution that elicited nmy question and conment.

s there any indication at all that that
di stribution wuld stay the sane and wouldn't shift to
the left if you used a different standard?

| do have to reflect on Katie's coment.

Yes, in areal world, that's -- your supposition m ght
be true, but when I think of this kind of hot-holding,

| think of school l|unches and teenagers that have 30
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mnutes to eat lunch, and they're not likely to be
conpl aining or not eating. They eat and go.

So, | think it's assum ng that bel ow a
certain tenperature, consunmers wll conplain is not
necessarily a good control neasure to put in place.

DR. WACHSMUTH: Ckay. Dane?

MR. BERNARD: Thank you.

Dan, in your presentation, you nentioned that
nost of the outbreaks were associated with catastrophic
failures on holding tenperatures, is that correct?

And part of the sanme question is the
conpliance issue, but if the ultimate objective is, as
we all think it is or feel it is, that the hol ding
tenperature is an essential part of the food safety
network, are the things that result in food safety
problens just the failure to totally conply, not to be
at 135 versus 140, or 130 versus 135? 1Is it the steam
table was off?

Thanks.

DR. WACHSMUTH. Ckay. Davi d?

DR. THENO Bob, to address a couple of your
concerns, certainly within the food service industry,

t he conpliance that John tal ked about is a general

survey.
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It's ny sense, and | don't have a
quantification for this, that where a tinme-tenperature
requirenment is put in place, which is what Bill alluded
to as being bel ow 140, that conpliance is substantially
i nproved, that in fact these tinme-tenperature
rel ati onships are special events and all owances really
that require nmore things. So, | think you'll find
actually better conpliance where you m ght be bel ow
t han you m ght on the general 140.

As to your observation that there's a maxi mum
speed limt that you raise and no one drives faster
than that, I'mfrom California, and | disagree with
that totally, unless it's the speed of light. Physical
constraint may stop Californians.

And to your concerns about the school |unch
program | actually consult to the San D ego School
District and their School Lunch Program and those
prograns al so are usi ng HACCP- based systens now and
ti me-tenperature rel ationshi ps.

So, | know that they aren't all there, but I
can tell you that as a group, the school boards are
trying to get to those kinds of places. Contract
feeders that are involved with that, major feeders are

Sodexho Marriott, Aramark, are using HACCP- based
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syst ens.

So, | think we're seeing substanti al
i nprovenent relative to these kind of control systens
over there, also.

DR. WACHSMUTH: Ckay. Dan Engel john, then
Frances Downes. You want Frances to go first?

DR, ENGELJOHN: | would just point out, we
did have the information, John, you referenced in our
materials. |It's Table 10, Figure 1. But we have
di fferent nunbers there. So, you m ght have an updated
one. You mght want to think whether or not we need to
i nclude that information here just because the nunbers
are different, the total nunmbers. So, you m ght have a
nore final report or sonething.

And then, secondly, the FDA did provide us
information that one state actually has a 130 degrees
for its hot-holding tenperatures, but we don't have
information or weren't provided information about the
conpliance within that state at that |ower hot-holding
tenperature. That would be, | think, inportant
information to at | east | ook at to see how
establishments there are conplying with that and
whet her there's a different non-conpliance rate there

than there is in other states that do have a 140
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currently.

DR. WACHSMUTH:  Frances?

DR SWANSON: 1'd like to respond to Dane's
concerns about the gross tenperature violations being
associ ated wi th out breaks.

We did discuss that issue and partly recogni zed t hat
sporadic cases or small clusters are not going to
beconme apparent to public health because generally,

peopl e don't seek nedical care for dostridium

perfringens or Bacillus cereus due to the shorter

duration and | ess severe synptons as conpared to a

Campyl obacter or Sal nonella infection.

And secondly, if they would go to seek
medi cal care, clinical |aboratories do not generally
provide testing for those specific organisns. So,
there was a recognition that we're aware of the big
events but not the smaller nore sporadic events.

DR. WACHSMUTH.  Bob?

DR. BUCHANAN: Inportant interesting coment
about South Carolina, and there m ght be a natural
experinment there, if you can find out when they changed
the tenperature and | ook at sone of their disease
i nformation.

Unfortunately, you don't go to CDC for those
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dat a because | happen to know that reporting has been
uneven up until recently.

DR. WACHSMUTH:. | guess that could be a
recomendati on to consider.

Bob?

DR. BUCHANAN: Dan, can | ask a question
about your Table 12 in the docunment? And this is just
to point something out that either may be confusing or
| just want to verify how you came up with those
nunbers for the sake of transparency.

Can | ask on what basis the nunbers were
derived? Oh, okay. Well, it's our docunment. Never
mnd. 1'll go find our own people.

DR. WACHSMUTH: Ckay. Any other comments?
Are we going to -- | guess ny question should be to
Dane Bernard.

G ven the extended di scussion on the reasons
for including the tinme and the tenperature, do we still
need a sentence that we asked Dan to craft earlier
about the variability?

MR. BERNARD: I|I'msorry. You're asking if
addi ng sone words to that comment? Yeah. Absolutely.

| think we need to explain at |east the fact that

there's a data gap and that we're recommendi ng this
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approach because there is a data gap, but we know that
there are tenperature variations and to conpensate for
that lack of information to be specific at this point,
the Commttee feels this is appropriate, rather than
just say we know it doesn't grow here, but we're going
to require you to do this tine and tenperature anyway.

DR. WACHSMUTH: Well, | asked because |

t hought | heard several explanations fromthat

subcomm ttee, but we still should work on that
sent ence.

kay, okay. | think this is a good tinme to
br eak.

On, Dave? Sorry.

DR. THENO This is not on topic, but Madam
Chai rman, | apol ogize that | wll -- ny presence is
required in San Diego in the norning, and so |I'll be
| eavi ng you early today.

But | would like to welconme all of you that
are attending the IFP neeting to San Diego. W have a
fledgling I FP chapter, the Southern California Chapter,
that will be hosting, and any of you that have the
opportunity to conme by the Jack-1n-The-Box Support
Center or want to see our Food Safety Systens are

wel cone to, and we hope to see all of you in San Di ego

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

166
this sumer.

| thank you for the norning and the tine this
week.

DR. WACHSMUTH: Thank you. Sorry you have to
| eave us.

Okay. Let's -- I'mthinking now of where we
stand with sone of the other docunents in terns of what
type of break we should take. Public Comments?

| woul d be concerned that there m ght be
someone who would arrive at 11:30 to comment, and we
woul d be on break. So, let's take a break for a half
an hour and come back and see where -- in the neantine,
we'll get a status on the different reports.

(Wher eupon, a recess was taken.)

DR. WACHSMUTH. What we're going to do is
rearrange the schedule so that you all will have as
little down tine as possible. | know all of you val ue
your tinme. You shoul d.

The solution that we've cone up is to have
Dr. Buchanan introduce the topic Criteria for Shelf-
Life Based on Safety and Full Committee -- well, we'll
have a di scussion of that, as soon as we have the
Public Coment, and then we will wait until after lunch

to have any discussion on that. So, you've got a set
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of slides. You'll have the presentation.

So, after lunch, we'll have any discussion on
that topic. That way, if soneone's waiting until |unch
to come here just for this topic, they' |l have an

opportunity to hear the discussion and take part in it
or at |least hear it fromthe audience or have public
coment .

So, what we'd |like to do to get us on that
schedule is to see if we have any public comments at
this time. W don't have anyone signed up, | don't
t hi nk.

Ckay. If you' d introduce yourself?

Publ i ¢ Coment

MR WENER I'll hold this because it's kind
of short.

My nane is TimWener. |'mthe Director of
Food Safety Prograns with the Food Marketing Institute.
We are the trade association for supermarkets here in
the U S. Qur nmenbers make up approxi mately three-
guarters of all the supermarkets here in the U S W
al so have nenbership in over 60 different countries.

The issue that we would like to discuss this
nor ni ng or provide comrent is on the hot-hol ding

issues. This was an issue that we had presented to the
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2000 Conference for Food Protection. It was initiated
by the industry, and | amthankful that FDA was able to
pursue this and push it forward for discussion for the
Nat i onal Advisory Conmitt ee.

There are several things | do want to point
out and sone issues that we would |ike to make sure
t hat everybody's aware of. Currently at this time, two
states, not one, have adopted a 130 degrees as a hot-
hol di ng tenperature requirenment and one state is
currently pursuing this adoption. The second state
that adopted it was the State of Arizona, Departnent of
Heal t h.

Through their Food State Task Force, they
brought in industry representatives, county and state
regul atory fol ks and academ a, and they sat down, and
t hey | ooked at the science, and they evaluated. At
that time, the science proved that a 130 degrees was
consi dered safe.

The second issue, and this is sonething that
| do want to point out, is the difference between what
is considered safe versus what is considered out of
conpl i ance.

When the FDA did their Ri sk Dat abase Report

several years ago, they were | ooking at tenperatures
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out of conpliance to the current FDA Food Code. They
were not |ooking at the safety issue. The draw and the
ties were: are these out-of-conpliance issues tied in
with safety and foodborne ill nesses?

At that time, and | think at this tinme, | don't know if
we can conclusively cone to say a 140 degrees, a 135
degrees or a 130 degrees can be tied to a foodborne

ill ness associated with either Bacillus or dostridi um

perfri ngens.

So, the issue should be distingui shed between
what is out of conpliance and what is safety. The data
that FDA was able to provide, and FM has worked
t hrough the University of Wsconsin Food Research
Institute to obtain sone additional data, clearly
indicates that a 130 degrees is safe.

The issue now conmes in at what tenperature do
you al |l ow one-10g growt h? At a 130 degrees and above,
a 130 degrees is still safe and woul d not provide for
one-log growh. To go back and cite a quote that Dane
Bernard had this norning. "Is it possible for growth
of these bacteria at these tenperatures, a 130 degrees
and above?" No.

How likely will this occur? | don't think we

can answer that question because there hasn't been a
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whol e | ot of challenge studies at these tenperatures,
but what we do know, based on peer-reviewed literature,

is for dostridiumperfringens to survive, it has to

have 13 am no acids that are usually comonly
associated with protein or soy-based food products.
They cannot synthesize this. So, that's inportant
because when we | ook at a 130 degrees for hot-hol ding
for the other potentially-hazardous foods, that may not
be protein-based or soy-based. It may not be an issue.

One of the things | do want to bring to point
in regard to several recomendations that cane out at
the subcomm ttee is in their final recomendation,
havi ng FDA pursue devel opi ng educational materials. |
woul d reconmmend that the recommendati on should be --
have FDA work with industry and academ a to devel op
educational materials, the reason being is the industry
is a key stakeholder in this whole issue.

| f you go back and you read the Preface of
t he Food Code, it says both the industry and the
regul atory agenci es have the responsibility for public
health. W are the front-line workers. W can reach
t hat audience a |l ot quicker, a lot nore effectively,
t han regul atory agencies can. Mke us part of the

st akehol ders and | et us be your conmuni cators.
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One nore issue | did want to bring up is the
issue of the tinme constraints that was associated with
the tenperature requirenents.

The state regul atory agencies, the | ocal
regul atory agencies, and the industry are | ooking
toward the federal agencies, FDA, USDA, CDC, for sound
science to ensure that the public health is protected.
When gui delines, statutes and rules are pushed
forward, that there is no supportive science, then what
we end up with i s non-uniform subjective oversight,
both by the regul atory agencies and by the industry,
and what that results in is inappropriate data being
reported, conclusions being tied to foodborne outbreaks

associated with in this situation Costridium

perfringens, where it nmay not be an issue.

An exanmple. A lot of individuals have prior
to this neeting come to the conclusion that anything
| ess than a 140 degrees contributes to the foodborne

illness involved in Bacillus cereus and d ostri di um

perfringens, where the data here cane out and clearly

indicated it is a gross abuse of tenperature that |eads
to these illnesses.
Wen we went back and | ooked at the

information fromthe CDC, from Washington State and New
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York State, we were surprised that the information was
not captured, but we were also surprised that the
information that was avail able showed that it was gross
tenperature abuse, all the way up to a 110, 115
degrees, that contributed to foodborne illnesses
invol ving these target organisns. It was not
tenperatures at a 130 degrees and above and that is our
concer n.

What we are |l ooking for is the science to say
yes, this is safe, but we're also | ooking for the
science and applications that the industry can use and
that we can take back to the state and | ocal
governnments that they can apply as a regul atory
oversi ght tool

Thank you.

DR. WACHSMUTH:.  Thank you for your conments.

Anyone el se? Public Comment? The m crophone
is open. Did you want to make any remarks, David?
kay.

(No response)

DR. WACHSMUTH: Al right. Then I think we
can nove on to the Shelf-Life Issue, and we'll ask Bob
to introduce that at this tinme. | think he has a

Power Poi nt, and you have sone hard copies of that.
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Bob?

Introduce Criteria for Shelf-Life Based on Safety
and Full Conm ttee Discussion

DR. BUCHANAN: Okay. If | can get this to
wor k, here we go.

What | want to do basically is in the next
few m nutes take you through -- you should have
received two docunents related to this new request for
a working group, one that is a -- that says Request for
Scientific Paraneters for Establishing Food Safety Use-
by Dates for Refrigeration -- oh, they don't have it?
Oh, good. GCkay. Then | will introduce this, and you
will be getting a formal charge. Okay. W will try to
find what happened to the docunents that you were
supposed to have received.

But | want to go over briefly as a result of

that the -- what we do have to date in terns of a
general introduction, and then we'll take additional
guestions, | believe, after lunch. This is a chance

just to get it started.

It is a new, and we put this in parenthesis,
per formance standard-type of working group because you
wi || be devel oping what could be interpreted as a

performance standard. The specific title of the
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request that's comng to you is a Request for Requisite
Scientific Paranmeters for Establishing Safety-Based
Use-by Dates for Refrigerated Ready-to-Eat Foods.

What | want to do in the next few mnutes is
to give you a little background, pose sone of the
questions, and then tal k about sonme of the paraneters
that we anticipate you're likely to consider but it
certainly wll not be an all-inclusive |ist.

The reason that we're here is that this canme out
| argely, even though it's been a long matter of
di scussion, this came to us as a critical issue as we

conpleted the Listeria nonocytogenes Ri sk Assessnent,

which again I'd like to just take a sidetrack for a
second and thank all of you that have been invol ved at
mul tiple steps in the way of getting that docunment out,
that we greatly appreciated it and used the input of
the Advisory Conmittee, and it was one of those
beneficial sources for us to be able to bounce off the
assunptions and the data that we used and the
approaches we took. It was an inportant part of our
overal |l review process.

But anyway, the risk assessnent, one of the things that
the risk assessnent enphasized to us was the inportance

of both the duration and tenperature of refrigerated
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storage in regard to the risk of Listeria nonocytogenes

infections via the food supply.

This, by extending the period of refrigerated storage
as we've seen over the |ast years as our technol ogies
have gotten better, that increases the potential for
growt h of psychrotrophi c pathogenic bacteria, and in

the case of the Listeria nonocytogenes risk assessnent,

of course, was Listeria, but also we see issues |ike
that with other potential psychrotrophic pathogens,

like dostridium botulinum

So, as |'ve gone through this introduction,
you will see a focus on Listeria, but please keep in
mnd the fact that we're interested in al
psychrotrophi ¢ pat hogeni c organi sns.

We al so have gone through a di scussi on about
“Wll extending the refrigerated storage period al so
increase the likelihood that the product wll be
exposed to transitory periods of abuse, tenperatures
that would rise slightly above those that are -- would
prevent growth of the organi sns of concern?”

This has been identified, and you were -- the Conmttee
was certainly a thought of mne in establishing part of

our Action Plan for Listeria nonocytogenes that cane

out at the same tine as the Draft Ri sk Assessnent, and
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Il will, if you have not seen it, we can provide copies
of both the R sk Assessnent and the Listeria Action
Pl an, but an objectified, sub-objectified, and this is
a direct quote fromit.

"FDA and FSIS will seek the advice froma
scientific advisory conmttee on the scientific basis
for establishing a safety base use-by dates, use-by
date | abeling for refrigerated ready-to-eat foods."

You m ght note that | put these together |ate
at night and haven't proofread them since.

So, let's talk a little bit about background.

Currently, there are various types of date |abels that
are used on food products and just taking three
exanpl es that we've seen in the marketplace, and in
fact, we've discussed here in the Conmttee at
different points, we see “consunme-by” date | abeling.

W see “best if purchased by” date | abel, “best if used
by”, and there are a variety of other different
nodi fi cations of these | abels.

These | abel s, as far as we know, are al nost
-- are exclusively used to describe sone product
quality attribute and that's what they' ve really been
the basis for their use. However, based on our focus

groups to consuners and the discussions that we've had
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wi th various other stakehol ders, consuners interpret
these | abel s as neaning “safe to consunme until”, and so
there's this significant disconnect between how the
nmessage that's com ng across on these | abel s and how
t he consumer is view ng them

Okay. And so, what we're |ooking for is your
advi ce and assistance in developing a scientific
framework for the establishment of not “quality-based”
date | abeling, but “safety-based” use-by date |abels,
and what we're |looking for is to establish a working
group that will deal with some of these issues and then
present that for the full Conmttee, take advantage of
t he broad background of the full Commttee and then
provi de that advice to both FDA and FSIS as we nove
forward in attenpting to inplenent our Action Plan to
see if safety-based date | abels are reasonabl e and what
we woul d have to do to approach them

Now, in comng to you for advice, we have
four specific questions that we're going to be asking
your input on. These questions are: what are the
scientific paraneters that we need to consider in
establ i shing safety-based use-by date | abels for
refrigerated ready-to-eat foods?

Two. Shoul d saf ety-based use-by dates for
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refrigerated ready-to-eat foods be established using
mat hemati cal nodeling techniques? If so, what nodeling
approaches are best suited to the devel opnent of
saf ety-based use-by date | abels for refrigerated ready-
t o-eat foods?

Question Nunber 3 is: what data need to be
acquired to scientifically validate and verify the
adequacy of a proposed safety-based use-by date | abel
for refrigerated ready-to-eat food? So, once you've
deci ded what your date | abel's going to be, how do you
determine if it really is that? You validate the
| abel , and then al so, how woul d soneone subsequently
actually verify that that date |abel that's on the
| abel is actually the one that is appropriate?
Question 4 is: what effect do the nmultiple factors
that influence the growmh and survival of Listeria

nonocyt ogenes, i.e. strain differences, food matrices,

production and distribution systens, consuner
susceptibility, you can think of a variety of others,
have on the establishnment of safety-based use-by date
| abel s for refrigerated ready-to-eat foods?

We know that the growth of Listeria nonocytogenes, and

| m ght note other psychrotrophs here, are influenced

by a great nunmber of factors. How do we and to what
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extent should we deal with those factors in the
devel opnent of the | abel ?

Oh, and the fifth question: what inpact
woul d “safety use-by date | abels” likely have on the
control of other foodborne pathogens in ready-to-eat
foods? And so, again, this is rem nding you that while

we anticipate that the primary focus of the working

group will be on Listeria nonocytogenes, we are also
interested on what will be the inpact of such a date
| abel on both other psychrotrophic pathogens and al so
for nmesophilic pathogens, such as Listeria

nonocyt ogenes or E.coli 0157.

The wor ki ng group woul d have -- we're going
to ask -- start the working group off with the
following nenbers. | will be chairing the working

group and acting in part to get you in touch with the
people that will be supporting your activities.

The list of these individuals on the working
group are here listed on this slide, and we w Il be
getting that formally to you in the docunents that cone
out asking the questions. However, | would encourage
and invite any of the other nmenbers of the Commttee,
since you're going to see this anyway at sone point, if

you have free tinme, and you want to be involved in sone

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

180
of the working group nmeetings or if you have data that
you think would be of interest or you have opi nions,
pl ease don't wait until the full Conmttee neeting. W
woul d | ove to have you sit in on the sessions and
provi de your insights as we go along, and again this is
the long tradition of NACMCF that any nenber can sit in
on any working group session, but this is the group
that we're really going to be |l ooking to to do the
heavy lifting on this subject.

Now, we're also attenpting to do this in
accordance with our Action Plan in a tinely manner, and
this is an aggressive tine line that we've put out for
you and part of ny job is to try and realize this tinme
line. W're looking for a conpletion in Cctober to
Novenber of 2002 for your recommendations to the
Conmi ttee.

We anticipate that this will require tw to
t hree wor ki ng group neetings between now and next
Septenber, so that we will be ready to nake a
presentation to the full Commttee in or around Cctober
or Novenber or whenever the full Commttee neets during
the Fall of that period.

W wiill be attenpting to do as nmuch of the

wor k as possible by e-mail and by correspondence.
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However, we feel that we're likely to have to have
t hese face-to-face neetings in order to get through
some of the thorny issues that are certain to arise in
this conpl ex subject.

FDA does plan to support the working group as
much as we can to nake your work, |let you focus on the
scientific issues. W wll have two formal I|iaisons
that will be working with the subgroup, acting in the
role of getting the materials you need.

These are Dick Wiiting and Andreas Keller,
and they should be in the audience. Can | get you two
to wave or stand up? They're there for us to use and
not abuse too nuch but certainly use themto identify
the things that you need.

We will provide shortly sone initial thoughts
in a docunent and sone of the factors that we think
that may have to be considered in the deliberations.

We are conpleting a literature review of docunents that
we feel may be of interest to you in your

del i berations, and we'll be providing those by mail to
t he wor ki ng groups.

If there are specific technical experts that
you feel would be beneficial to the deliberation of the

wor ki ng group, we would request that you identify them
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and we will see about getting themon board to help us
or at least identifying the type of technical expertise
you need, and we nay be able to match our |ist of
techni cal experts against your specific needs, and then
the last one is just to indicate if you can think of
anything else that wll make these deliberations go
nore snoothly, allow you to get the science you need to
bring to bear, please don't hesitate to either address
t hose questions or needs to ne or to the two FDA
liaisons, and we'll try and get the help that you need.

kay. We will be providing you a docunent
that just went through some of the thought processes we
had in comng up with this request and sone of the
areas that we think it's likely that you're going to
have to consider in addressing this highly-conplex
scientific question, and | do want to reinforce, we
understand fully that what we're asking you to take on
in developing this framework is a highly-conplex issue
that involves a great nunber of factors, and so we're -
- sone of the things that we believe that you' re going
to have to be dealing with is the selection of the
target organisns for which you base the date | abe
around, the selection of the safety-based endpoint.

Traditionally, we tal k about things |ike one-
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log cycle of growth for a nunber of practical reasons.

I dentification and sel ection of the maxi num practi cal
shelf life has been a subject of great debate, and it's
one that we think that you'll probably need to get sone
techni cal expertise in or at |east sone background
i nformation.

Do you devel op a date | abel based on just the
maxi mum shelf |life on the date or do you assune, for
exanpl e, that consuners will keep it a certain anount
of time beyond the date label, and if so, how nmuch --
how long is that? And so, we'll talk about sone of the
val ues that have been used typically by industry in
devel opi ng, for exanple, quality attributes.

Differentiating foods that do and do not
support growmh is certainly an area that is of interest
and will have a direct inpact on whether or not you're
going to be date |l abeling a product, and certainly one
of the resources that we will be providing you is that
FDA has had comm ssioned through | FT an eval uation of a
system for |looking at what is referred to as
potentially hazardous foods, those that do and do not
require refrigeration.

So, we'll be providing sone of the background

informati on we've acquired there, and | think that
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there were a nunber of you actually that were invol ved
in that process that are sitting around the table. So,
you'll get to relook at your own work at some point.

We think that there's probably going to have
to be a substantial anpbunt of expertise available to
nodel i ng growt h of pathogeni c m croorgani sns and
considering things |ike general versus product specific
nodel s, and we have a nunber of sources of expertise
that we can draw upon there, and |ikew se, | know John
has a whol e research teamthat is working on that, and
we' ve al ready been in contact with them about the
possibility of assisting us.

Certainly, one of the issues we think that's
going to cone up in your deliberations is the inpact of
spoil age as a potential control neasure, and there
shoul d be a discussion, we anticipate, on the
rel ati onshi p between spoil age and safety, and we're
anticipating trying to get sone information to you

One of the issues that we would |ike you to
consider in your deliberations is how do we deal wth
bi ol ogi cal diversity in the devel opnent of these
performance standards or criteria?

For exanple, do you deal with the nost -- the

fast est-grow ng pathogen or do we in sone way | ook at
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the diversity of the organisn? The diversity of foods
and the variance fromfood product to food product is
certainly one that we're going to have to take a | ook
at, and then when you start getting into issues rel ated
to spoilage, we anticipate | ooking at the diversity of
m crofl ora associated with any particular refrigerated
food. My be a scientific issue that we'll have to
addr ess.

We al so woul d ask you to think about during
your deli berations, approaches for validating safety-
based use-by date | abels. How does sonmeone not only
propose to use a date label in conjunction with their
food but actually be able to provide sone kind of
scientific rational e?

We also are interested in being able to
devel op approaches for verifying safety-based use-hby
| abel s and do note that | separate the two-process
val idation and verification, and you can go back to
consi deration of passive definitions, if you want, to
di stinguish the two, but one's up front and one, you
test after you're inplenmenting.

And then, we also would |like you to consider
sonme alternatives that are out there in comng up with

t hem or ways of verifying through on a continual basis.
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There have been a great deal of discussion about timne-
tenperature indicators -- integrators. W' ve had
comments and deliberated on tinme-tenperature
integrators in this Conmmttee on at |east three
separate occasions and in fact have nade
recomrendati ons about them and so we will be asking
you to -- the Commttee to revisit those -- that

t echnol ogy.

Okay. | think that brings ne to the
conclusion of ny presentation in terns of a brief
introduction. We will be providing you with two
docunents. One will be a two-page charge to the
wor ki ng group and to the full Commttee itself in termns
of the issues, so that you have that docunent in front
of you at all tinmes, and we do encourage you, and |
wi || be encouraging the chair, to go back and reread
that on a continuing basis, so we don't |ose the forest
for the trees.

And then, again, we do provide in nore detai
some of our initial thoughts, and again these aren't
all-inclusive. W're just, you know, throw ng things
out for you to consider, sone of our initial thoughts
on sonme of the issues that may conme up

| would say froma personal basis, | find
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this an extrenely chall enging question to bring before

the Conmttee. W are |ooking and you will note in

this case, we have not provided you with a docunent

ahead of tine, other than just sonme general first

t houghts on our part, and so we are | ooking for you to

start this one on a whole cost basis and work to the

principles, and we wll be around, if you have ideas or

concerns on how this wuld interface with the

regul at ory agenci es.

We certainly, through the FDA |iaisons, and

they can get us sonme contact with the FSIS |iaisons,

certainly be willing to bring these people in to talk

about, you know, the practicality of certain

approaches, etc.

So, with that, I'Il turn it back over to
Kaye.

DR WACHSMUTH: Got a little information on
t he docunents. We'll be receiving all those at once in
the mail.

DR. BUCHANAN:  Ckay.

DR. WACHSMUTH: This is certainly inportant

to FSIS as well as FDA. They've both worked on the

docunent. | think they're pretty thorough docunents.

They' ve had to clear general counsels and such, and |

EXECUTI VE COURT REPORTERS,
(301) 565-0064

I NC.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

188
think that's what taken so long, but you'll receive
everything at once in the mail, and | guess, did you
want to say anything about the charge or this is
enough?

kay. We'll talk about the strategy that
Bob's outlined after lunch, as we said. So, we'll have
an early break for lunch and cone back at 1, when M ke
Jahncke will begin the Report on Codex, and perhaps by
the tine that's over, we wll have the docunent for
Performance Standards, and we'l|l take another break to
wor k, read that docunment and hopeful |y have that
di scussion this afternoon.

John?

DR. KVENBERG ~Madam Chair, if we're about to
break, could I just ask the Subcomm ttee on Bl ade-
Tenderi zation to hang around for a few nonents, and
we'll see -- we were going to get together with Dr.
Neill relative to those revisions.

DR. WACHSMUTH: Ckay. Well, you should neet
over in that far right corner.

DR. KVENBERG Fine

DR. WACHSMUTH: Anyone el se have -- Bruce?

DR. TOWKIN:  Bruce Tonmpki n.

Consi dering the short wi ndow that's been
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proposed for the refrigerated product |abeling and so
on, | didn't see in here in the plan that a summary or
a listing of cases, outbreaks, attributed to
refrigerated foods would be provided to help identify
t he foods that have been involved in foodborne illness
t hrough conventional refrigerated storage and so on,
and so, | think it would be helpful if CDC were to be
asked -- | keep going back to CDC because they have al
the data, but if they could be asked to provide to the
Commttee a summary of that kind of information.

DR. WACHSMUTH: | know at one tinme, CDC had a
ni ce packet of Listeria information.

DR. SWAM NATHAN: Thank you, Madam Chair

Unfortunately, | will have to | eave this
afternoon. So, | just wanted to bring up a couple of
t hi ngs.

| think with this aggressive tine |ine that
Bob has put forth, it would be very useful for the
Comm ttee nenbers to have these docunments, the Risk
Assessnment, Listeria Ri sk Assessnent, the Action Plan,
and just to anplify on what Bruce was saying, | would
like to see five key references or docunents that Bob
and others at FDA feel would be very useful to the

Comm ttee nmenbers, should be provided to the Conmittee
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as quickly -- subcommttee as quickly as possible, so
that we can get up to speed, and | would like to
suggest that we should have our first nmeeting of the
subcommittee as soon as possible to start deliberating
and di ssecting the issues and begi n thinking about the
I ssues.

It is a very conplex issue, and it's going to
take quite a bit of discussions to get the task done by
Bob' s deadl i ne.

DR. WACHSMUTH:  This is true. Just for a
little historical value for people who retire, the
first nmeeting of this Commttee that | attended as a
CDC representative in the '80s, this was the topic, and
we di scussed the integrators, and there was great
debate. So, you have quite a chall enge.

Did you want to add anythi ng, Bob?

DR. BUCHANAN: Yeah. W're going to have to
get ahold of your schedules, but we're anticipating
early March for the first working group neeting,
probably late April/early May for the second, and then
the third sone tine around July.

W are going to attenpt to be pretty
aggressi ve about getting everybody together or as best

we an. You should be receiving the literature review
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We actually took pity on you because we figured you
didn't want to be carrying 40 pounds of reprints hone
wi th you, and you certainly didn't want to carry the
Ri sk Assessnent hone.

So, we will, as nuch as possible, where we
have el ectronic versions, we will attenpt to put them
on CD-ROM di sk and send themto you that way. However,
some of them we -- scanning themin turns out to be
nore tinme and effort than just putting themin the
mail. So, you should be receiving a fairly good-sized
l[iterature review. Again, we took pity on you, so that
you didn't have to carry them back on the pl ane.

DR. WACHSMUTH:  Bruce?

DR. TOWKIN This is going to be al
refrigerated foods, is that correct? I1t's not just FDA
foods? It's -- | know the agency -- FSIS has a | ot of
interest init. So, it's across the board.

DR. WACHSMUTH. Yes. FDA is taking the |ead
in running the subcommttee, but it's very nmuch an FSI'S
concer n.

Was there a flag? Dane?

MR. BERNARD: Thanks.

Has this -- | don't have nuch nenory of the

past Conmittee activities on this particular topic, but
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the question is, is there anything in the Cormttee
archives that should be revised -- just brought up?
Where did the Commttee net out in previous
di scussions? |Is there anything there that's
informative, so that we don't replow old ground?

DR. WACHSMUTH: Ckay. W'l take a | ook
t hrough the filing cabinets and see if we conme up with
anything. Also, any nmenbers who have nenories or
docunents, that would be wel cone.

Kati e?

DR. SWANSON: WII the IFT potentially-
hazar dous foods docunent be made avail abl e? Because
one of the considerations in there was the need for
tinme-tenperature control. It was focused primarily at
shelf -- well, "shelf-stable products”, products that
could be held at roomtenperature, but sonme of the
principles in that was related to matching tinme and
tenperature, and it mght be useful for the Commttee.

DR. BUCHANAN: We're already in contact with
|FT to get it in an electronic format, so that you
don't -- again don't have to lug around a fairly
substanti al docunment. As nuch as possible, we're going
to put all these things on a |imted nunber of CD ROM

di sks and get them out to you.
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DR. WACHSMUTH: Ckay? And during the |unch,
that will give the two subcomm ttees who reported out a
chance to pull together the sentence or paragraph and
maybe we can finalize that at lunch as well.

Okay? If there's nothing else, we'll take a
br eak.

(Whereupon, at 11:44 a.m, the neeting was
recessed, to reconvene this sane day, Thursday, January

24t h, 2002, at 1:00 p.m)
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AFTERNOON SESSI ON
1: 08 p. m

DR. WACHSMUTH. One reminder. Brenda is
requesting your calendars, so we can plan the next
meeting. |If we do it soon enough, we mght be able to
get a nice hotel like this hotel again. So, either
Brenda or Karen Thomas, when you have your cal endar
ready.

Okay. It looks |ike sone people were busy
over lunch. W have sone new docunents. But | think
what we'll do is first apol ogize to anyone in the
audi ence who was using the old schedule. W did have
Bob Buchanan present the shelf-life proposal before
l unch, and we did also say at that tinme, we would
continue the discussion after lunch, and Bob's slides
are avail abl e as a handout.

So, at this time, 1'd like to open it again

for first any comments from Conm ttee nenbers and then
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any comrents fromthe public since we went a little out
of sequence. You nust have been very cl ear, Bob.

M ke?

Introduce Criteria for Shelf-Life Based on Safety
and Full Conm ttee Discussion

DR. JAHNCKE: M chael Jahncke, Virginia Tech

| have just one general comment. As the
subcomm ttee gets together to focus on this issue, it
is an interesting conplex issue, and I know in the
slides, it is alluded to, but I would just want to re-
enphasi ze the many uni que differences of different
commodi ties and how they' re handl ed and di stri but ed.

There's one exanple, and |I'm sure we've been
doi ng some work with the snoked fish industry, and for
i nstance, the snoked fish industry, when they process a
product, many tines they freeze that product, then they
ship it out to the retailer or whol esal er and that
whol esal er or retailer thaws the product out and then
sells it. That adds another tw st to, you know, a use
by date on this, and when is the -- how do you
establish it for that and sonme of the problens with
t hat .

|"m sure there are other food product

commodi ties that have their own unique twst toit.
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DR. WACHSMUTH.  Bob?

DR. BUCHANAN: Certainly, what we're | ooking
for here, and it would be helpful to talk a little bit
about our expectations, is that we're not | ooking for
every possible commodity and the details of themto be
articul ated by the working group.

What we are |ooking for is some well-thought -
out general principles and a framework around how to
approach individual commodities and sone of the key
guestions that need to be asked about their
characteristics, about the way they're transported or
stored, so that we can provide advice, both to
ourselves and to others, about how to go out and
devel op a safety-based standard and be able to cone out
with the right answer in terns of the procedure they
need to have.

MR. GARRETT: WMadam Chair?

DR, WACHSMUTH.  Spencer ?

MR. GARRETT: Thank you. Is the m ke on? |
can't tell.

| certainly agree with what Bob Buchanan's
i ndi cated, and I would presunme from your answer, Bob,

t hen that perhaps what Dr. Jahncke has indicated woul d

be one of the key questions relative to, you know,
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fishery problens.

DR. BUCHANAN: Certainly, | think one of the
t hings that, you know, I wll be challenging the
wor ki ng group to during the process is to pick a couple
of commodities and put those commodities aside, devel op
your principles, and then go try your framework out and
see if you come up with -- see if the framework you've
devel oped then allows you to answer or to pose and then
answer all the correct questions for those conmmodities
and that's a way of validating the framework you have,
and so if you feel that there's certain seafood
commodities that represent a unique challenge or one
that we ought to bring up, 1'd certainly encourage the
wor ki ng group to identify those.

DR. WACHSMUTH: Ckay. Are there any -- oh.

DR. DONNELLY: Bob, | had a question from
your presentation. It seened |ike the focus of the
Commttee's work was going to be on products that had a
sell -by date or sonme kind of |abeling, yet when you
| ook at the Listeria Ri sk Assessnent, there are many
products produced in retail food establishnents, |ike
deli salads or deli nmeats, that aren't going to be
packaged with any sell-by or use-by date, and so

there's kind of a dichotony.
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Are we intentionally going after manufactured
foods that would have that sell-by date or is it nore
broadly incl usive?

DR. BUCHANAN: | certainly think that, you
know, the principles that we come up with as a result
of these deliberations will have an inpact beyond just
the specific question that we posed to you.

You need to start sonewhere, and basically
t he questions that have been addressed to us deal with
regul atory issues associated with |abeling, and so the
approach that we're going to take is deal with those
and the knowl edge that we gain will probably spill over
into other areas.

DR. WACHSMUTH: Go ahead, Spencer.

MR. GARRETT: Thank you

Just to point out that for sone retai
est abli shnments that have central kitchens, in fact, do
have sell-by dates or use-by dates on them

DR. WACHSMUTH: And those pl aces al so
purchase itens that have sell-by dates.

kay. Are there any public coments then
before we nove to the next agenda itenf

(No response)

DR. WACHSMUTH. Ckay. Good. Gad we didn't
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mess anyone up by switching the tines.

What I'd like to do now is ask M chael
Jahncke to lead us through the Report fromthe Codex
Subcommi tt ee.

Codex Subconmi ttee Report and Full Comm ttee Di scussion

DR. JAHNCKE: Thank you, Madam Chair

Al'l of you should have the two docunents in
your original packet you were provided with the draft
of the Codex Committee and Food Hygi ene and al so the
charge to the subcommttee. So, that was in your
docunents.

Thi s nmorni ng, you shoul d have received the
subcommittee's review on the D scussion Paper on
Proposed Draft Guidelines for the Validation of Food
Hygi ene Control Measures and al so a red-lined docunent
of the Codex Commttee on Food Hygi ene.

W net -- our subconmttee net on Monday and
al so the last couple of days to finalize this. W were
given instructions at our subcomm ttee neeting. M ke
Weir, one of the U S. delegation nenbers of the U S
Codex Group, nmet and gave us an overvi ew of the purpose
of this docunent, and we were given the instructions
that what they wanted at this point was for the

subcomm ttee and then followed by full discussions by
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the entire Committee to give sonme guidance to this
docunent, to give some suggestions to it.

It is a long way frombeing a final docunent.

It's, as | believe, going into Step 3, and there's a
| ong process in Codex fromthere. As we were told,
what the U. S. del egation was |ooking for at this point
is to provide -- to go over this docunment, provide
suggestions and gui dance of how it could be inproved,
where it could be changed, how it could be expanded,
what could be added to it, subtracted to it, and they
wi |l take these suggestions over the next few nonths
and rewite this docunent.

This will be sent out to their draft country
partners for further revisions, and then, in COctober,
this will be brought up on Level 3 at the Codex Food
Hygi ene Meeting that will be held here in Washington in
Cct ober .

So, with that in mnd, keep in mnd, also,
for those of you that are not that famliar w th Codex,
there are sone very unique terns that are specific to
Codex that are found in the docunent. CQur
subcomm ttee, when we went through this, we had these
di scussi ons because there are sone very specific terns

to Codex that have very uni que nmeani ngs.
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As we went through this docunent, we were
charged -- there were five questions that were
presented to the subcomm ttee, and there were several
parts to each of the five questions. As we went
t hrough the questions, we also realized that to really
do justice to this, not only did we have to answer the
guestions, we had to make sone changes and
nodi fi cations to the docunent, basically sone
stri ket hroughs and sone noving of sections, so it
flowed a little bit better, and suggestions for how to
better present the docunent, so it's alittle nore
under st andabl e.

So, we went through and did a red |ine on
this, and what I"'mgoing to do is wal k us through our
guestions that we answered and then related to this
docunent .

We noticed, and we recogni zed t he docunent
like this. Keep in mnd, the purpose of a docunent
like this that's going to be presented to, | think, in
t he Codex Food Hygi ene G oup, there's approximately a
162 countries, and these serve as general guidance
docunents to these countries, gives themsonething to
devel op and inplenent in their countries as general

gui del i nes.
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As we were | ooking at this docunment in the
first read-through, we also were very cogni zant of the
fact that although HACCP is not explicitly specific in
this docunent, it is nentioned right at the end of the
docunent. There are HACCP-like ternms scattered
t hroughout this docunent, and with that, as we went
t hrough the questions, one of the first things as we
did a general read-through this, we as a subconmttee
realized that what would be hel pful for this docunent
is to have a scope or a purpose inserted at the front
of the docunent, and we added sone verbiage in there.

Again, we were instructed not to wite this
docunent but just to give sonme exanples and gui del i nes,
so the authors of the docunent can take this and
redraft it. But we did feel that a scope section needs
to be added to the front of it, and the scope needs to
clearly address and differentiate between validation
activities and verification activities and delineate
di fferences between processing plant production
procedures, such as thermal processes, chem cal
controls, which can be validated, versus enpl oyee
behavi or practices, good hygienic practices, which are
difficult to validate but should be verified.

W felt that this docunent should in ways
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el aborate and address food control measures that are
under a conpany's direct control versus those, such as
retail food service, consumer handling, storage, etc.
that are beyond a conpany's direct control.

The reason we did this, because as we | ooked
t hrough the original docunent, in sections, there were
some m xes and matches of different ideas. There were
sonme things that were put in and proposed as validation
activities, but as we reviewed it, they appeared to be
nore verification activities. So, we felt that in the
begi nni ng of the scope to put all of this into context
woul d hel p future readers of this docunent be able to
follow it and nmake it nore useful

We al so recomended, since again this
docunent is not based on HACCP, but there are a | ot of
HACCP-1i ke statenents and words that are in this
docunent, and at the end of the docunent, there was
four or five lines that did specifically address HACCP
and we felt that that needed to be noved into the
scope, perhaps be expanded upon.

We also felt that what would be hel pful in
this docunent, at |east as we |ooked at it fromthe
subcomm ttee perspective, that a glossary of terns

needed to be put up front. Now, there are definitions,
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there are terns defined in this docunent on Pages 2 and
the top part of 3. W felt that a glossary of terns,
defining things, such as food hygi ene, validation,
verification, process variability, uncertainties,
shoul d be put right up front, right underneath the
scope, again to help set the stage for the docunent and
all ow the reader to have a very good solid
under st andi ng of what they're going to be expecting as
t hey go through this docunent. So, that was our
overal |l thought process on this.

Then, as we | ooked up the questions, there
were a series of five questions, and each of the
guestions had three parts. Sone had two. On Question
1, the question, there were three parts to it. The
Question 1 related or was specific to the sections in
this Codex docunent. Question 1 directed the question
to prerequisites to validation, which is |ocated on
Page 3 of the Codex docunent.

The reason |I'mgiving you that page is
because if you page through this, unless you have a
reference to what the question is relating, it's very
difficult to follow So, it relates to the
prerequisites of validation, and the question was --

there were three prerequisites that were put into this
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docunent, and the first question was, are the stated
prerequisites necessary, and as a subconmttee, we
deci ded yes, all three stated prerequisites are
necessary but with sone nodifications, and if you take
a |l ook on Page 3, what we did on the first prerequisite
was nodify that statement to include the words
"eval uate the reasonable |ikelihood of occurrence and
the potential inpact to the consuner.”

So, that statement reads, "ldentify specific
hazards to be controlled, evaluate the reasonable
i kelihood of occurrence and the potential inpact to
t he consunmer. These hazards include m crobial,
chem cal and/or physical hazards."

Then what we recomended was that the next
two prerequisites be switched in order. It just flowed
alittle bit -- we thought it would flowa little bit
better to have the identification of the food hygi ene
control neasures foll owed by establishnent of
performance criteria for processes.

The second part of the Question 1 that we
were asked, are there other prerequisites that are
critical but have not been adequately identified? W
as a subcommittee were not able to identify others.

Now, you, as a full Conmittee, you may have sone
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addi ti onal suggestions, and in the discussion part of
this, I would encourage all of you to provide sone
gui dance on that.

Anot her part of the question was, do al
t hese prerequisites have the sane degree of inportance,
and | ooking at the three that were stated, the
subcommi ttee deci ded no, that Nunmber 1 was the nost
i nportant because if you determ ne, as these activities
are conducted, that there are no identified specific
hazards to be controlled, then Nunmbers 2 and 3 don't
apply.

Al t hough we do indicate as a gui dance that
even if they don't apply, the general principles of
food hygi ene practices still apply, even if no specific
hazard is identified, but we point out in here that
t hose types of activities are very difficult to
val idate. You can verify those activities but not
necessarily validate them So, we pointed that out and
that needs to be identified in the docunment. But we
also indicate that if there are specific hazards, the
control neasures nust be vali dat ed.

As we' ve paged through the docunent, the next
part of Page 3 was not related to any of the questions,

but we took a ook at this, and there's a segnent here
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t hat tal ks about nature of control neasures, and
they' ve broken it up into three sections, Controlling
the Initial Levels of a Hazard, Acquiring
Docunent ati on, Testing to Specifications.

On Page 4, we have a subheadi ng on Preventing
Unaccept abl e I ncrease of a Hazard, and Reducing the
Level of the Hazard. W added in a fourth itemthat we
felt they ought to include and consider, a subheading
of Education and Training, and we reconmend that the
draft -- the people drafting this add sone initial
bul l ets recomendi ng education and training for plant
enpl oyees and nmanagenent .

The next question that the subconmttee
addressed relates to the Approaches to Validation on
Page 4, and we were asked the question, have the
scientific basis for the approaches to validations been
adequately justified?

There were three itens in there, and as we
| ooked at these, again it gets back to, as | said
earlier, in this docunent, there are itens put in here
that were alluded to being -- that you could validate.

We were | ooking at sonme of these activities nore being
verification nethodol ogi es than validation

nmet hodol ogi es.
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Looking at the three statenents, we
determ ned that only as witten, the Approach Nunber 1
is a scientifically-based validation activity. Nunbers
2 and 3, which are |located on Page 5, we have a strike-
out on those. These are -- we recognize that the
concepts in those two are inportant, but those are
really verification nmeasures and not validation
procedures. But they can provide useful data for
val i dati on purposes.

So, we recommended that Itens 2 and 3 remain
part of the docunent but maybe put into an annex, to
pull it out of here, so it's not confusing. This
docunent's supposed to be dealing with validation.

Pull that out of here, put it into an annex, expand
upon it a bit, give sone exanples of how -- what
they're looking -- how this can be done and how this
can be used to support validation activities.

W were al so -- another question was, are
t hese approaches sufficient to pronote validation of
food hygi ene control neasures, and again we indicate
that Nunmber 1, yes, with sonme nodifications.

I f you | ook on Page 4, under Item 1, on the
approaches, we did sone mnor editorial. W struck

t hrough peer-reviewed and felt that scientifically-

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

209
valid experinental trials were a little nore clear. W
al so recommend that incorporated into that Item 1, that
the data collected for that validation studies can cone
from ot her places besides experinental trials.

There are other sources. There's scientific
literature that can be used. Governnent regul ations or
action levels that have to be observed. Equi pnent
manuf act urer specifications on their equipnent.

We al so feel that additional explanations
need to be put in here to indicate that any control
nmeasures that are put in place and validations that are
done are really plant-specific and need to be validated
on a plant-by-plant basis and that it may even include
doi ng sone scale-up trials.

Question 3, we really answered Question 3.

It was what el enents should be further el aborated? W
answered Question 3 as we addressed Question 2 and the
response to Question 2, basically saying that Itens 2
and 3 are inportant but really are verification
nmeasures. That needs to be noved into the annex or it
needs to be further devel oped with sone exanpl es and
al so add additional information to Item1 that's
indicating there are other sources of data for the

val i dati on purposes.
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Question Nunber 4, are the factors being
considered in validation conplete? That refers to on
Page 5 the section which was previously |abel ed
"Factors to Consider and Limtations of Validation"

The question was, are factors to be considered in
val i dation conplete, and as our subconmttee | ooked at
t he docunent, we said no, that the information in this
section needed to be revised and refer to this Codex
docunent .

VWhat we did with this, we had trouble
understanding or trying to put a handl e on what they
meant by "factors". So, what we did, we struck that
and suggested a newtitle being Limtations of
Val idation. W had a section, as you see, underneath
there. There's an underlined area. Those words were
at the end of this particular section. W felt that
was inportant to nove to the beginning of this to sort
of lay the groundwork for this particular section.

As you can see, we went through and nmade sone
editorial suggestions and sonme wordi ng suggestions for
each of these sections. There are various subheadi ngs
in this particular area. |In fact, this area probably -
- this area took us the nost tinme to sort through.

Qur goal on this was to try and keep the
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flavor of the docunent, and we may have gone t hrough
and struck out nore than is necessary, but the people
on the Codex Commttee can certainly go back and reuse
the words that are in there. So, we tried to be
concise. W also tried to nake sure that everything
focused on validation.

The title of the Constancy of Control Measures, we did
sonme strikethroughs, but the nessage we wanted to get
across was the constancy of control neasures varies by
nmet hod. The greater the nunber of control neasures
that require validation, the greater the potential for
variability in the validation process of the final
product .

We changed -- turn over to Page 6. W did
addi tional strike-throughs on all of these, sone of
this just for readability, again just trying to ensure
that the new readers of this docunent pick up the main
thrust in an easy way.

We did sone strike-throughs, and we have the
next section as Process Variability, and variability
that occurs in each step of a food-processing operation
and nust be considered when conducting a validation
study. Variability occurs in each step of the food-

processi ng operation and nust be consi dered when
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conducting a validation activity or validation study.

There may be a few on here that should be
struck through that weren't and that is just due to the
operator of the Conpare Software Program which is
myself. As you go through, it's not a zero defect
program as Spencer's so found of saying, and the next
section, they have Limtations.

We felt that -- again, we had a probl em
putting a handl e around that, and plus the fact we
changed the title of this section Limtations. So, we
struck that and sinply say “sanpling plans and
anal ytical test nethods” and rewote the sentence that
was in there, we thought, was a little nore clearer,
indicating the reliability of analytical testing is
directly related to the precision paraneters of the
anal ytical methodol ogy used and the statistical
sanpl i ng plans enpl oyed.

The next section, we did sone strike-

t hroughs, changed the subheadi ng to bei ng Necessary
Ext ended Validation, trying to keep the flavor and
again trying to focus on things that can be vali dated
and that was our goal of the subconmttee, since this
docunent is specific for validation.

The extended validation required would be a
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function of how well the science is established and the
paraneters affecting the process are known. For
procedures with a single control measure that are well -
establ i shed and utilized, such as the pasteurization of
m |k, the process has becone so standard, that approval
of paraneter changes can be given by consulting a time-
tenperature chart. Novel processes with nultiple
control neasures, for exanple, potato salad, wll
require far greater resources for validation

The next section that dealt wi th Mintenance
of Control Measures, I'll just read through it. W did
a lot of strike-through here. 1In certain cases, it may
be inportant that control nmeasures that |ie beyond the
responsi bility of the producer or processor be
val i dated. For exanple, cold chain distribution of
ready-to-eat foods.

The key point in this regard is that the
safety of the product is maintained. As noted above,
adequate additional control neasures may require the
use of other safety margins and/or verification
activities applied el sewhere in the food chain which
are beyond the processor's control in order to provide
consuner protection. These additional control neasures

shoul d be val i dated where necessary.
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The | ast or the next-to-last section of this
was on Resource Constraints, basically indicating that
validation activities are often resource-intensive, and
areas as product sanpling, analytical testing requires
significant resources, particularly when applied in an
appropriate statistical fashion. The extent to which
activities can be undertaken will place limts on
ability to validate food hygi ene control neasures.

Turning over to Page 7, we indicated that
this section here, that wording there was noved to the
begi nning of that section. W felt that it set the
tone for that a little bit better.

We could not -- another part of Question 4
was, are there additional factors that should be
consi dered, and again the subcomm ttee could not
identify any others, and part of that question was, do
all the factors have the sane degree of inportance?
The factors or limtations, as we suggested, are -- we
felt were all interlinked, and it wasn't really
possi ble to rank any of these |limtations by degree of
importance. All of these nust be considered inportant,
and our subconmttee could not separate any of them
and/ or rank them by priority.

The | ast question about this docunent was, is

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

215
the information that was presented in the original
Codex docunent, when validation or revalidation is
needed, sufficient and reasonable in relation to the
goal s of being protective of public health, fostering
scientifically-based food safety systens and devel opi ng
practical advice and validation or control neasures.

W indicated yes, but again with
nodi fi cations. The nodifications we suggested, again
for readability and easier understanding, this is on
Page 7 of the docunent, we changed the title a little
bit to add in to which validation/revalidation is
needed, when is validation/revalidation required.

I f you | ook down in the docunent, there's
sonme subheadi ngs. The origi nal subheadi ng was Level of
Risk. W felt that |evel and severity of risk added --
was inportant to add in there.

The | ast paragraph, we separated out a little
bit. It was all under Historical Experience. W kept
that in and suggested the following wording. If little
or no experience exists wth respect to the control of
a hazard, validation of control neasures to control the
hazard nust be undertaken. Care is needed, however, to
avoid assum ng that a food production or processing

systemis safe based solely on historical experience.
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Then, to bring out the fact that this is not
only a section on validation but on tinmes when it has
to be -- when the systemhas to be revalidated, we
opened -- we put a new subheading in of “Process
| nnovations”, using nost of the words that were already
in the docunent, indicating that the addition of new
technol ogy creates new systens. M nor changes may al so
result in a new system nultiple mnor changes wl|
certainly result in a new system and requires
reval i dation. Al so, new data, such as new clinica
i nformati on, new detection nethodol ogy, nmay indicate
that the previously-used food hygi ene control neasures
were |less effective than previously thought, and
require revalidation of the system

Any processing, packaging, distribution or
mar keting i nnovations or scientific data indicating the
enmergence of new pat hogens, etc., will require
reval i dation of the system

The | ast segnent of the original docunent was
on “Focused Validation”, and we had as a subconmttee a
difficult time trying to foll ow what the authors of the
docunent meant to say in that section.

We recomended that that section requires a

rewite because as we read it, at |east as sone of us
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read it, it seemed to inply to us that if resources are
l[imted, validation is not necessary, and our
subcommi ttee disagrees with that particul ar
inplication. | don't think that's what the authors
meant but that's how it came across in the wite-up.

If you turn over to Page 8, that's the
section that did address HACCP specifically, HACCP
Validation. That information, those four |ines, were
nmoved into the scope of the docunent, again to set the
stage for what's going to be incorporated in this
docunent .

Wth that, that's basically a wal k-through of
what we did. Again, keeping in mnd, this docunent is
a gui dance docunent, and our charge was not to rewite
t he docunent but to go through it, offer suggestions
and gui delines, so the authors of this docunent can
take the suggestions, use that to rewite the docunent
and keep it focused entirely in the area of validation,
and anything that alludes to the verification, nore
i mportant, noved out of the main text of the docunent
into an annex, would -- certainly could be fully --
nore fully devel oped.

And with that, Madam Chair, that's the Report

of Codex Subcomm tt ee.
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DR. WACHSMUTH:  Very nice, very thorough job

As M ke said, | just re-enphasize, this wll
be -- there will be a lot of other inputs into this
docunent before it becones final. So, | don't know
that we have to wordsmth to the nth degree, but
certainly any concepts or other people have different
i deas about the approach the subcomm ttee had?

Bill?

DR. SPERBER. Yeah. M ke, on the bottom of
t he second page of your notes, the alternative
approaches to validation, --

DR. JAHNCKE: In the notes? Ckay.

DR. SPERBER -- you're tal king there about
addi tional sources of information that could be used
for validation. The scientific trials regulations,
et c.

DR. JAHNCKE: Hm hmm

DR, SPERBER: | don't see that that's been
carried over into the docunent.

DR. JAHNCKE: | noticed that, too, just
before this happened. | can -- | will --

DR. SPERBER. So, you're going to do that?

DR. JAHNCKE: -- nove that over, yes.

DR. SPERBER. (Good.
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DR. JAHNCKE: | noticed that, also.

DR. WACHSMUTH:  Spencer, and then Dane.

MR. GARRETT: Yeah. Thank you, ma'am

| have about three very quick comments. One,
this is a very inportant docunment that a | ot of things
are waiting on. For exanple, | attended | ast week the
Executive Board of the ISSC, and I'min charge of
headi ng up the group that's putting together the
val i dation procedures for post-harvest treatnent of
nol I uscan shellfish to reduce Vibrio vulnificus to non-
det ect abl e | evel s.

In that, in working with our colleagues in
FDA, we intend to again eclectically cherry-pick out of
here what, in terns of the |aboratory validation
procedures and ot her comonl y-accepted and under st ood
| aboratory validation procedures are, relative to
reduci ng pat hogens to non-detectabl e |evels.

So, again | can't enphasize this is a very
i nportant docunent, and there are other things even
wi thin Codex, | think, that are kind of waiting for
this.

Secondly, and |I know we're not supposed to
rewite the docunent, and | certainly applaud that.

Secondly, though, I would think for our drafting
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partners, these definitions are very inportant under
the glossary of terms. So, | would suggest that we do
in fact provide our drafting partners our own
definitions first because |I know how this works, and
they very likely would carry through the docunent.

Then finally, the only other coment that |
woul d have woul d be on Page 6, where you're tal king
about Limtations of Sanpling Plans and Anal ytical Test
Met hodol ogies, | do think that you need to indicate in
there that when sanpling plans are used, those
sanpl i ngs should be not only stated but they also
should -- their performance characteristics should al so
be i ncluded and referenced with the sanpling plans, and
you'll find that in other Codex docunents, for exanple.

Thank you.

DR. WACHSMUTH: Ckay. Dane?

MR. BERNARD: Thank you, Madam Chair.

Just as an overall comment, thanks, M ke.
Good report, good job.

One of the things, though, that I think we
shoul d consider, and | apol ogi ze for not having had the
time to read through this thoroughly, but as you note,
there are many HACCP terns in here, and we should avoid

usi ng any | anguage in here that nodifies those HACCP

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

221
ternms beyond what the Codex guidelines on HACCP al ready
say.

Again, | don't know specifically, and I m ght
even be incorrect here, but let's |ook at Page 3, Item
1, which you nodified a bit. Basically, what we're
tal king about here is doing a hazard anal ysis. What
you' ve tal ked about here are the elenents of a hazard
analysis, and | don't think we want to redo hazard
anal ysis description in the docunent.

Maybe the best solution as you have nodified
on Page 1, you've noved the reference to HACCP up
front, and to maybe further nodify that paragraph where
you' ve nmoved HACCP up front and reference the fact that
t he HACCP plan during its devel opnent includes a hazard
anal ysi s which should serve as the identification of
t hose hazards needing validation and let it go at that.

That references it back to the Codex HACCP docunent.

Any tinme we cone across those HACCP terns
that we need to address in the validation docunment, it
shoul d reference back to the HACCP gui dance rather than
el aborate further in this particular docunent, if that
makes sense.

Al so, on Page 5, you tal ked about

[imtations. W get into a discussion of uncertainties
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and how they shoul d be considered as we establish
performance criteria. |'mnot sure that is where this
needs to be in the docunent.

Performance criteria should cone well before
this docunment. | think we should Iimt the docunment to
a discussion of validation of identified hazards within
a HACCP context and limt it to that scope.

Thanks.

DR. JAHNCKE: Thank you, Dane. Good points.

| nean, these are all things that, as we were
| ooking at it, we also discussed and struggled with and
tried to conme to sone type of a consensus about how to
deal with it.

Thank you.

DR. WACHSMUTH: Ckay. Bruce?

DR. TOWKIN:  Thank you. This is Bruce
Tonpki n.

On Page 2, this concept and definition of
validation is inportant. However, | think that the
| ast -- the bottom paragraph in particular deals with
the ALOP, the FSO and the performance criterion are
i nportant because they define what constitutes a
val i dat ed process or process step and perhaps that

shoul d be highlighted or have its own section.
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You' ve got to know where you're going or what
must be -- you're trying to validate a process as being
acceptabl e, but what is acceptable, whether it's in
terns of achieving an ALOP or an FSO or performance
criterion. | think that could be highlighted sonmehow

| think that that whole idea of the FSO and
t he performance criterion froma Codex standpoint's
going to have to evolve eventually.

On Page 4, there's actually 3 and 4. There
are three factors influencing the |evel of a hazard.
It's the initial nunber or whatever, and then how you
can prevent an increase, and then how you can reduce
it, and there are many ways that influence -- many
factors that influence those three. They're the three
basi ¢ ones, and yes, education and training is just one
aspect that can influence the nunber or the presence of
a hazard, but | think that that one should cone out and
be del et ed.

| know it was inserted. | feel that the
three alone are the basic core factors, and then on
Page 5, this Item Nunber 2 up at the very top
Col l ection of Mcrobiological and all this data, and
that was to be placed in an appendi x or sonme place, an

annex.
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Actual ly, that information that's generated
t hrough surveys of in-plant processes determ nes the
initial nunmber, and you can't validate a process unl ess
you actually understand the | evel of the hazard to
begin with, and so | feel it should be an integral part
of this docunent as a basic requirenent for validation.

Let's see. | think that was it. Thanks.

DR. WACHSMUTH: Ckay. Bob's next.

DR. BUCHANAN: First, I'd like to thank the
subcommittee for addressing in such a tinmely manner
this docunent and providing the detail that they did
and al so qui ckly | earni ng Codexese and addressing the
docunent in ternms of the | anguage that is used by the
Codex Commi ttee.

| al so want to enphasi ze the inportance of
this review Certainly because of the inportance of
this docunment, it's basically holding up several other
projects in Codex.

W are -- while this is at Step 3, this is
one of the docunents that's considered for fast-
tracking. So, it may actually go nmuch qui cker than one
woul d norrmal Iy think of a Codex docunent.

| would Iike to focus a couple of questions

on this, so that the delegation can use it effectively
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and understand your concerns. In particular, 1'd |like
to turn to Page 5 and the foll ow up question sonmewhat
what Bruce had asked, and it had to do with the
col l ection of mcrobiological, chem cal and physical
data; that is, basically you run a plant for awhile to
determ ne what your in-plant process capabilities are,
and this is normally what we woul d consider in process
control a process capability study.

| also ask, in classifying these is
verification attributes, did you keep in mnd that
typically, the arena we're playing with here is the
introduction of food in international trade? So,
particularly with the item statistically-designed
surveys, often what we will have is a historically-
regi onal product that has been produced and consuned
for along tine in one region of the world has now been
introduced into international trade, and the countries
in so doing and validating this process that nmakes this
food and introduces it will draw on a |long historical
record of the safe use of this food.

In this current way, while it is actually
verification data or data that's been acquired on
products, it's being used in conjunction with a

val idation process that is introducing it from Country
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Ainto Country B, and with that type of interpretation
woul d you still consider that that is a verification
tool and not a validation tool?

DR. JAHNCKE: That helps a lot on helping to
clarify the approach on this, because when we first
| ooked at this, our first blush at this and
di scussions, for instance, if you read through on Item
2, tal king about internediate and finished product
sanpling and testing.

We | ooked at that as a way of verifying that
the system was working properly and that was our
interpretation, and 2 and 3, we felt, went together,
and so we | ooked at it. Your explanation now, at |east
in m opinion, helps to put it inalittle bit
different context, but when we first |ooked at it cold,
at least our read on it, maybe sonme of the exanples and
how it's worded in there need to be nodified a bit to
give -- to enphasize that, because as we read through
it, it appeared to be that this was primarily
verification activities, and we thought that on a
val i dation docunent, it added confusion.

But | think with some additional verbiage and
sonme changes, at least in ny opinion, and certainly the

rest of the subcommittee can chinme in, probably would
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be able to stay there with sone additional explanation.

DR. WACHSMUTH. Does anyone want to address
that specifically? GOkay. John, and then Spencer, and
then I'Il get back to the -- I have a list of flags.

DR. LUCHANSKY: Yeah. Cbviously we -- John
Luchansky.

We struggled with that for quite awhile, and
| think in ternms of establishing a glossary, you know,
m ght be a way of clearly delineating the concepts of
verification, validation and -- but taken strictly in
terms of what in ny mnd constitutes a validation
versus a verification, without the |uxury of having
verbi age to el aborate and gi ve specific exanples,
think if the purpose of this docunent is on validation,

again | would go with the nore strict definition of

that, and by that argunent, this still in nmy mnd seens
to be verification, although hel pful up front, |ike
Bruce said, in the collection of that information. It

al | depends what the respective Codex Comm ttee woul d
view as their interpretation of validation.

DR. WACHSMUTH:. Ckay. Spencer, and then
think Bill, on this point as well.

MR. GARRETT: Thank you

DR, WACHSMUTH:  Ckay.
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MR. GARRETT: The last to Bob's comments and
then the latter comment goes straight to the point that
| was saying, that | think that in the glossary itself,
we need to begin to put in our own definitions or
expl anations of what we nean by these terns.

Wen we're validating a thermal process or a
process to reduce bacteria that has sone physical
di mrensions and so forth, that's one thing, but when
essentially you're trying to do a confornmance
assessnment, and | like to use phrases |ike that,
conformance assessnent of a food control system and
there are certain auditing terns one mght want to use
or concepts, all of the concepts one mght |like to use.

So, a laboratory validation scenario is one
thing, but then a conformance assessnent-type
verification or validation of a confornmance assessnent
verification is sonmething other. So, it's just
sonmet hing to think about because this is food and
i nternational trade.

Thank you.

DR. SPERBER  Yes. Bill Sperber.

In our subcommttee deliberations, | felt
that we were trying to work with at |east one hand tied

behi nd our back because the scope of this docunent is
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proposed guidelines for the validation of food hygiene
control neasures, and right there, we get into a
problemw th definitions between what food hygi ene
means to the rest of the world and what food safety
control nmeans in the United States, and we concluded on
our subcomm ttee that food hygi ene enconpassed | oosely
what we would call HACCP and GWs in the United States.

Where our hand got tied behind our back was
that we were told at the outset that in this docunent,
we really could not address HACCP for sone political
considerations with other countries, maybe it was
| esser-devel oped countries, and we coul dn't understand
t hat because wi thout being able to refer to HACCP and
critical control points and critical limts, you really
can't get into validation.

Al nost everything that we validate in a food
safety systemare critical Iimts at a critical contro
point in a HACCP system Al nost everything we do with
GWs is really a verification-type activity, and those
things can't be vali dated.

Enpl oyee practices, for exanple, personal
hygi ene, how do you validate the effectiveness of hand-
washi ng, of wearing a clean uniform of wearing a

hairnet? Sone of the activities nentioned in here.
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| nspection activities. How do you validate those?
Those in thenselves are verification activities.

So, we, in our very limted tine, only one
day, we tried to push this docunment into the direction
of including HACCP. This Committee itself is bedrock
HACCP. We've been pushing that for over 12 years. So,
| don't know how we can put forth an internationa
docunent that is supposedly guidelines for validation
of food hygi ene control neasures w thout addressing
HACCP square on, particularly since Codex thensel ves
have published a HACCP docunent in conpl ete harnony
wi th our own.

DR. WACHSMUTH: Ckay. | think that this is
dangerous, if you will, when any of the sponsoring
agencies would bring a topic to the Advisory Conmittee.

You're going to get their advice, and you're going to
have to deal with that.

Katie's been up for quite anwhile. 1Is it
related to this, Katie?

DR. SWANSON: No, it's not related to this.

DR. WACHSMUTH: Ckay. You want to address
this, John?

DR. KVENBERG Yes, thank you. John

Kvenber g.
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Yeah. M placard went up and down because
Bill covered a point that | wanted to get into. | just
would like to add a little bit to the remarks.

This is a tough thing to do, but basically in
the context of the international arena, just to
el aborate a little further to what M ke briefed us on,
the drafting partners we' ve been dealing with, | think,
are fully on board with the entire concept of HACCP
It's France. It was International Dairy Federation.

The concern is in the | arger context of
maki ng t he whol e concept of validation nove forward,
the gane seens to be, is to be able to get this concept
noved forward and consensus agreed, so we were
struggling with utilizing the ternms under the context
of conducting a hazard analysis, regardless if it's
HACCP or not. That seened to be the sensitivity.

So, that was at |east driving sone of us
wi thin the working group as we were trying to grope
with making it HACCP but not calling it as such in
order to aid acceptance of the docunent that was being
drafted. |Is that fair? That's basically what we were
asked to do. So, that was said but not put into the
act ual charge.

Thank you.

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

232

DR. WACHSMUTH: Ckay. Bob?

DR. BUCHANAN: Just to respond to all of you,
really what we're |ooking for, the delegation's |ooking
for is making sure that the science and the issues
bei ng addressed are appropriate. Don't worry about the
political spin or the political limtations or how we
have to get that through the Codex process. W'I| take
care of that and try and nmake sure that everything is
there, but we're really |ooking here for the core
science that's underlying the validation process.

So, again, Codex has a strong foundation in
HACCP. It's a strong believer in HACCP, but on the
ot her hand, we have issues associated with | anguage and
devel opi ng countries, and there are issues like this
that we | ook for a consensus nore than |aying down a
bright shiny line.

DR. WACHSMUTH: Ckay. | think one thing
that's inportant in the context of this neeting,

t hough, is that all of the nenbers woul d understand and
agree with what the subconmttee did. So, if we could
address that at the sane tine that you' re commenti ng.

What |'m hearing right nowis you can | eave
t hese comments the way they are, and the del egation can

deal with harnonizing with the internationa
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constraints, if everyone's in agreement with the
appr oach.

Spencer ?

MR. GARRETT: Thank you, Madam Chair.

Just two points very quickly. First of all,
| agree with everything Bob said, and secondly,
relative to what food hygi ene neans, you know, |ike
conparing what we generally consider it to be in this
country versus in the Codex |exicon, food hygiene in
t he Codex | exicon, as you know and many know, is far
beyond just sanitation and so forth. It includes all,
you know, food safety issues as well. So, there is a
l[ittle bit of disparity of what we understand that to
mean.

Thank you.

And ny suggestion would be, quite frankly, |
think that we've gotten quite a few very good coments
on how to deal with this docunent and realizing the
subcommittee only had one day, if the sponsoring agency
could just take these -- |eave the docunent as it is
and take the referenced comments that have been nade
here this afternoon and incorporate themin their
consi derations on how the U S. should nodify the

docunent, and | think that would certainly suffice.
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DR. WACHSMUTH: Ckay. | think that's a good
suggestion. W just need to nmake sure that everyone's
in agreenent on the basics because this is not going to
be a formal docunent that's going to go further in the
pr ocess.

So, I'lIl get back to the order that | have
the flags now. That'll be Katie.

DR. SWANSON:. Ckay. Thank you.

On Page Nunber 7, the section related to
Hi storical Evidence, | certainly agree with your
addition of the decision should not be safe based
solely on historical experience. However, the strike-
out that you have, | believe, went a little too far
because you do need, as Bob pointed out, to consider
hi storical evidence for certain products.

Many tinmes, as scientists, we don't want to
rely on that. W want to rely solely on data, but
there are products out there that we ignore that have
extensi ve historical experience, an exanple being
Wonder Bread. There is really no need for extensive
val i dation studies to docunent the safety of a product
such as that, if you' re not doing sonething drastically
different to howit was handled in the past.

By the strike-outs that you have, you seemto
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have renoved everything in here that suggested that
sonetinmes you don't need to do extensive validations.

DR. WACHSMUTH: Ckay. Let's address that.

M ke?

DR. JAHNCKE: | think you're right, and |
think part of the strike-outs was due to the operation
of the -- trying to get back to sone of our words, back
to some of the conputer operations. 1|'d have to go
back to | ook at sone of our original notes on that.

| nmean, in our discussions, we did recognize
that prior history is a way -- can be -- is very
useful , --

DR. SWANSON:  Yes.

DR. JAHNCKE: -- and it was not our intent to
strike all of that out.

DR. SWANSON:  Ckay.

DR. JAHNCKE: But we did want to enphasize
that even if you have prior history, you still have to
be -- that is still not fool proof, and you still have
to be careful.

DR. SWANSON:  Yes.

DR. JAHNCKE: But it was not our intent to
conpletely strike out that. |If that's how it appears,

it's not our intent to conpletely strike out that
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concept .

DR. SWANSON:  Ckay.

DR. WACHSMUTH: Ckay. Anna?

DR. LAMVERDI NG  Thank you

| just want to reiterate, also, that | agree
totally with what Bruce Tonpkin said, that | think part
of validation is actually what happens in your own
oper ati on.

The second comment is to do with semanti cs.
On Page 7, Level and Severity of Risk. These are
really concepts that are enbodi ed underneath the
term nol ogy of risk. Severity of human health inpacts
is a part of how you define risk, and the high
potential for adverse health effect is a matter of --
the likelihood that sonmething' s going to happen, go
wong, and how bad is it going to be if it does go
wr ong?

So, that's only Iike the wording, and again
it's wthin the Codex unbrella, and the third point |
want to -- would like to make is the concepts under
“Focused Validation”. | would disagree that's -- the
way it's witten, it inplies that if resources are
l[imted, validation is not necessary.

Fromthe strike-out material, that's not the
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inpression | got. Rewording nmay be suitable, but |
think it's a valid point to enphasize or reiterate that
we really should be focusing on the inportant aspects
of a process and sonehow that could be brought into,
instead of wasting tinme on trivial aspects, to
underline the fact that we are concerned about
i mportant parts of the processing procedures.

DR. WACHSMUTH: Ckay. Good. Dan?

DR. ENGELJOHN: Yes. | think there's a rea
need to provide -- for this docunent anyway to provide
addi ti onal gui dance on how to transfer scientific
[iterature to validate a process, and | know you said
you were going to add that on Page 4 under Nunber 1.

It was sonething that didn't get added here, but in
t hat section, halfway down the paragraph, in the
sentence that begins, "For certain well-established
processes”, | would suggest that sentence should be
struck.

The concept there is nentioned again on Page
6 under the Necessary Extent of Validation, and | think
it goes to the issue of pasteurizing mlk and using a
single tenperature. | think there's the potential that
that sentence on Page 4 could in fact be

m sinterpreted, particularly by just using a
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tenperature and procedures for which this process is
wel | established.

There may need to be a definition then for
what well established is. |I'mjust looking at it as on
a first read, it looks like a verification statenent.
You get back to Page 6, and it explains it further and
why it's a validation, and | think it should be struck
on this page because it's nentioned again.

DR. WACHSMUTH. Ckay. Bruce, and then Dane.

DR, TOWKIN. Yes. Wll, validation is very
inmportant to us donestically as well as for the
international community. So, this is the beginning
per haps of sonmething that may be further devel oped for
i nternal use, donestic use.

So, it's well that we do it right, but with
regard to definitions, there has been, | understand, as
this devel ops, we go forward with our recommendati ons.

| f the next version is going to include definitions,
and as we revise it and then submt it, | would
encourage that we go with current definitions that are
ei ther National Advisory Conmttee or Codex, preferably
Codex, definitions, and that we not create new ones.
That's all | had to say about that.
DR. WACHSMUTH. As the person who's struggl ed
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with the chair of the Hygiene Commttee, | think you're
absolutely right. Anywhere you've got a precedent
that's al ready been accepted internationally, that
woul d be, of course, your first choice, and then the
work that this Conmttee has done publicly, | think, is
a good second.

Bob?

DR. BUCHANAN: Yeah. Just for those of you
that are not famliar with the Codex process, and I'd
have to also rely on Kaye and M ke to validate the
statenment that I'"mgoing to nake or possibly verify it,
is one of the traditions in putting together Codex
docunents is that you don't make up new definitions for
words that are accepted on the international -- by the
international community, and | do not believe that any
of the words that are used in this docunent have not
been defined before in Codex docunents, and as such, we
woul d typically not repeat themin these docunents.

It would be accepted. You go. There's a
gl ossary of ternms that we use in Codex, and | believe
that every one of these words has an official
definition that we've used before.

M ke, can you verify -- verify would be the

appropriate term
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DR. VEIR  For those who don't know me, |I'm
M ke Weir with FDA and the del egate to the Hygi ene.

| think that's right, Bob, and also, | know
we tal ked early on in the session, the first day, we
t al ked about the International Code of General
Practices in Food Hygiene, and it should be clear that
we should do that and any other docunents that can
cross over to provide those definitions, it would be
hel pful to do that.

DR. WACHSMUTH: Ckay. Dane?

MR. BERNARD: Thank you.

A coupl e of points have cone up which kind of
bring me back to nmy initial comrent about limting the
scope of the docunent. W don't want to venture to
redefi ne hazard anal ysis nor do we want to, | think,
try to recreate sone perception that we want to redo
ri sk assessnents or anything like that in here.

We need to limt or I would recommend that we
stipulate to the U S. delegation that we |imt the
scope of the docunent nerely on how to validate rather
than what it is we are to validate. | think we have to
go wth a presunption that the hazards have been
identified either according to a hazard analysis, a

ri sk assessnment process or sone other process already

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

241
defined within Codex. Just lead in with that, and then
anywhere where we tal k about severity and |ikelihood
and those kind of things, we don't need to address in
t hi s docunent.

| think the docunent has done a good job of
addressing the whol e range of control procedures that
may need to be validated, those that are personnel -
based and all that. So, | think those are in here, and
| think that should be the focus, and we need to limt
t he scope of the docunent right up front by saying that
t he hazards should be appropriately identified using
al ready- accept ed net hodol ogi es within the Codex
framework and then go on with tal king strictly about
val i dati on

Thanks.

DR. WACHSMUTH: Ckay. And part of ny opening
comment was that sonme of this will just be automatic.
| don't think the Commttee will allow sone new
definitions. There's a fallback that some of this wll
just be automatically corrected, harnonized, if you
will, with Codex |anguage.

Are you still up, Dan? Oh, I'msorry. |
think the best thing or the thing that I would like to

do nowis ask Bob or even Mke, if he wants to cone to
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the m crophone, and if you have enough to work with the
del egation. Is this enough in this discussion?

DR. BUCHANAN: Well, as head of the U. S.
del egation and al so in expressing the appreciation al so
not of just the U S. delegation but also all of our
drafting partners around the world, and there are a
nunber of countries that are involved in this, | want
to express ny sincere thanks for a job well done. The
poi nts you' ve brought out, the areas that you need for
further explanation or nodification are going to be
very useful to us.

| think you're right on target in terns of
provi ding us the kinds of feedback that we need and the
kind of scientific credentialing that we need to fast
track this docunent and to get it forward, and 1'd like
to thank you for a job well done.

We'll be working with your working group to
get the last of the information out fromyou and get it
ina formal transmttal formthat we can then say that
we' ve been to the Advisory Commttee, but | think that
you' ve done a marvel ous job, particularly considering
the tight tinme constraints that we put on you in terns
of time to sit and cogitate on that, but it was exactly

what we needed, and so | again would |like to end by
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t hanki ng you for a job well done on this.

DR. WACHSMUTH.  |'Il take ny prerogative as
the chair. |1've noticed this was a fairly energized
di scussion. | don't know if you want to wait until

after the international document has run its course,
but it seens that there's a need for a donestic
docunent, and the willingness of this group to work on
it is pretty obvious.

M ke?

DR. JAHNCKE: Madam Chair, just as point of
procedure. Wat would -- what is the next step for the
subcomm ttee on this particular docunent? Bob
menti oned, you know, resubm ssion. | just want to get
a clarification of what is expected of our
subcomi tt ee.

DR. WACHSMUTH: I'Ill let Bob do that, because
this was done at the request of the delegation. That's
why | asked if he had what he needed.

Go ahead.

DR. BUCHANAN: What | would like to see is
basically the two docunents that you provided us, which
is the strike-out version with your reconmended
changes, and then the acconpanying text that provides

the rationale for those recommended changes and your
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eval uation of the original four questions that we posed
to you in that text would be fine.

So, basically, 1'd say that you -- other than
goi ng possi bly back and rethi nking about sone of the
di scussion that took place around this room you' re 99
percent of the way there in ternms of what we need, and
then 1'd just like to see a cover letter fromthe
Commttee transmtting it fromthe Commttee to the
U S. del egation, so that we can use this as part of our
docunent ati on

M ke, is there something that 1've forgot?

DR VEIR  No, not really. | just wanted to
mention that this will be going out to our drafting
partners after revision for review and then to country
comment considered by the Commttee at its next
session, and we are at an early stage on this docunent.

| suspect that there will be continued and
probably significant effort, and it m ght be possible
or mght be likely that we may want to cone back and to
help clarify. So, we may wish to | eave that door open,
i f possible.

DR. WACHSMUTH:. Ckay. On a procedural note,
you'll have to help with this a little bit, I think.

It may be nore appropriate to have a letter fromthe
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subcommittee and then the whole Commttee won't have to
endorse the letter and the docunent here. The
subcommittee could refer to the discussion that
occurred at Plenary. That m ght keep us fromgetting
into sone red tape.

DR. BUCHANAN: Wi chever is the way that you
would I'ike to proceed. However, | would Iike to
request that considering that we have to get country
comment, this out to country comments shortly, we'd
like to get it wthin the next four weeks.

DR. WACHSMUTH: That's why | think we go with
t he subcomm ttee. Ckay. Ckay.

Thank you.

That brings us to what woul d be a break, but
| think instead of a break at this nonment, we now have
t he docunent fromthe Subconm ttee on Performance
St andards, and maybe Spencer could take sonme tine to
introduce it at this point.

How woul d you like to proceed? It's up to
you.

Report of the Subconmttee on M crobi ol ogical
Performance Standards for Meat and Poultry
MR. GARRETT: Thank you, Madam Chair.

VWhat | would like to do, and | can do this in
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| ess than probably five m nutes as opposed to | ast
time, and just nerely indicate within the docunment, the
nature of the changes that we nade essentially were
t hey occurred, and for some of them what the reasons
were, if they're not intuitive. Ckay.

DR. WACHSMUTH: One thing. Wen | referred
to break, I think what we want is a working break, so
that everybody has a chance to read. W won't talk
about this until we have a chance to read it.

MR. GARRETT: Yeah. Exactly right.

The docunent was passed out. | believe it
was during when we came back at 1:00. It's entitled
"Chairman's Interim Progress Report: M crobiol ogical

Standards for Raw Meat and Poul try Subcomm ttee", dated

January 24th, 2002. It was either passed out or it was
on -- | know there are extra copies on the table in the
foyer.

One of the first changes is we changed the
title. So, we no longer -- we now have MPSRWPS. So,
said that's probably the Royal Munted Police Service,
but what we tried to do was to nake the docunent just a
little bit nore frankly easier to read. W nade sone
formatti ng changes at the request of the comments that

we had just so we could kind of |ay out sone general
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principles and then go to sone reconmendati ons.

Let me say that in our formatting, we're not
-- and there will be sonme editorial -- there should be
some further editorial things here, but they're nothing
of substance at all, just formatting.

But | think we pointed out just sone
editorial changes on the first page indicating some of
its on former standards to verify the adequacy of HACCP
systens and that was one of the comments we took from
the Conmittee.

We al so, on the first page, we indicated we
put a heading called "Background", so all of this on
the first page, if you would, is background. You'l
notice that we did not change the absence of Page 2.
There's still no Page 2. OCh, I'"'msorry. | better get
nmy glasses on. Just don't |let her pick up that water
gl ass.

On the top of Page 2, we added an
i ntroductory paragraph, if you would, before the four
key questions, showing the duality of what's actually
bei ng asked us, and it says, "The subcommittee
recogni zed the dual nature of FSIS s charge, which
seeks advice fromboth the general scientific

principles for the establishnent of performance
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standards, and the application of those principles to

the possible nodification to the current Sal nonella

performance standards for ground neat and poultry. As
a nmeans of addressing both needs, the agency
representatives and the subconmttee agreed to nodify
and change the order of the questions” and so forth,
and it just goes on.

Right after the fourth question, we also put
another little transitional -- renmenber, we said we
woul d put in transitional bridge paragraphs. This is
one of those. "The scope of this docunent is limted
to the consideration of enteric pathogens that are
transmtted by direct or oral/fecal route. The
principles for the devel opnent of performance standards
for other pathogens may require consideration of
different factors and as such were not considered in
the current deliberations.”

On Page 3, again at the top, we indicated
what prioritization was to address the issues as we
nove forward. We also put in another sidebar statenent
call ed "Findings". That would probably be changed to
sonething else, but we're trying to just -- it's a
formatting issue. W're just trying to -- we didn't

want to harshly just junp in to what we're doing.
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Al so, on Page 3, under Question 1, we just
put in general principles for devel oping risk
assessnment that's been previously described and then
putting in the references which sone of those stil
have to be inserted, and we indicated that these should
be consulted prior to any eval uation of risk.

We al so put in on Page 3 the next paragraph
and indicating that -- and again, this is taking into
consi deration the deliberations that we had, and we had
some of this wording in there.

"The performance standards should be a neans
of achieving public health goals. As such, the
stringency of the performance standards shoul d be
proportional to the stated public health goal. This
inplies that a possible link to the performance
standard and public health through a consideration of
risk. This consideration” -- and this is what | want
to highlight, the next sentence.

"This consideration of risk may not
necessitate in all situations an in-depth quantitative
ri sk assessnent which requires extensive resources and
time, particularly if it would unnecessarily del ay
timely protection of public health.”

DR. WACHSMUTH: Spencer? Can | interrupt one
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second?

MR, GARRETT: Hm hmm

DR. WACHSMUTH: | think because we didn't
have references for the docunents up in the beginning,
it mght be good to explain that those are nore or |ess
ri sk managenent docunents that tal k about when you need
a full risk assessnent and when an eval uati on of risk
will do. You can't tell that, | guess, because we're a

little vague in references, but it's not howto do risk

assessnent .
MR. GARRETT: Right.
DR, WACHSMUTH:  It's the managenent part.
MR, GARRETT: Ckay.
DR, WACHSMUTH:  Sorry.
MR. GARRETT: Wth that understanding.

On Page 4, at the top of Page 4, in the
second line, we changed risk assessnment to risk
eval uation, just to, if you would, still pick up on
t hat t hene.

On Page 5, there was a change on Page 5 as it
deals with the information needed to conpl ete exposure
assessnents, and we tal ked about different Kkinetic
nodel i ng and activation and so forth, but we added a

new one, which is, on the top of Page 5, the |ast
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bul l et, "Consuner preference for consum ng under cooked
ground beef should be considered in the equation.”

We understand that can be estinmated, and
t here have been sone publications on that.

In terns of Question 2, Question 2 represents
-- on first appearance, it mght represent a total
rewite, but it's certainly not. What we did is we
noved paragraphs around, again trying to be faithful to
| aying out what in fact are general principles and what
are consi derations and then what are sone
recommendati ons, and so everything that we have under
the General Principles, it appeared in the old
docunents.

On Page 7, again here, we laid out
recomendati ons, and we did add sonme new sentences.
Under Recommendation Nunmber 1, we put in an exanple for
what that data need was. For exanple, test for E coli

and include the data in the existing Sal nonella

Verification Program

On the third recommendation that begins with
"Anal ytical Tools", we had to rewite that a little bit
because getting regression analysis out was a little
bit nmore difficult than we realized, but we got

regression anal ysis out.
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We also, if you recall, in our |ast docunent
that we reviewed, Question 2 had three parts, A B and
C. After we took into consideration the comment to be
absolutely certain that you' re not confounding the use
of an indicator organismw th an index organism we
found that we probably were. So, now we only have two
parts. This new docunent reflects that.

Al so, on Page 7, the |ast paragraph, taking
into consideration the coment that was nade that our
previous efforts seened still to be focused rather
toward just bacteriol ogical performance standards, that
there m ght be others, there m ght be dead cells, there
m ght be genetic material, we may want to use PCR and
so forth

We added another -- that paragraph that says,
"It should be determ ned where a broader m crobial
i ndi cator can be used as a perfornmance standard.
Exanpl es of such broad m crobial indicators would
i nclude the class of m croorganisns, mncrobial
nmet abolite, or a specific genetic sequence."”

However, | would say personally, though,
since we have added that, | do think we need to add the
cautionary statenent that Bob Buchanan indicated, that

when you're | ooking at sonething that has received a
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bacteriocidal treatnment, and you' re doing a
guantitative standard, then you have to be very careful
how you use that type of technol ogy because it would in
fact bias your standard.

We al so added a new reconmendation. This new
recommendati on appears on the top of Page 5. Excuse
me. It's not -- now, | better get my glasses. That
new recommendati on states, "The data fromthe
Sal nonel l a Performance Standard Program from the year
2001 should be made public so as to provide guidance to
industry in order that commrercial operations may assess
their process control relative to the industry."”

In terms of Question 3, we did nothing
because we elected to -- since we're not quite through
with Question 3 yet, we didn't -- in the short tine
that we had to address issues, we just let that stay as
it were.

On Page 10, under Definitions, the definition
of a quantifiable variable has been slightly changed at
the request of a nenber, and this definition now
states, "Quantifiable Variable. A variable that has a
numerical value, e.g., CFU per gram"”

Again in ternms of Page 11, there was just

some mnor reformatting but nothing of particular
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interest. Al of this dealt with -- again, Page 4 --
rather, Question 4, rather, was reordered with sone of
t he paragraphs and so forth, but there was not
substanti al changes nade.

As a matter of fact, the goal in Paragraph 4
-- Question 4, rather, was to nmake it nore readabl e.
That was our charge, and so we made it nore readabl e,
if I'"ve got ny gl asses.

But we did, on the penultimte next-to-I|ast
par agr aph on Page 12, we did change that just a little
bit to nmake it nore readabl e, which says, "Once
sel ected, performance standard and acceptance criteria
will determ ne the sanpling plans and correspondi ng
i nherent probabilities in concluding that a process is

nonconform ng when it actually is (Type 1 error), and
a process is conformng when it actually is not (Type 2
error)."

And Madam Chairman, that's pretty nmuch it.
Now, it's my understanding that what you' d like to do
is take a working break and actually take sufficient
time to read the docunent, so we can discuss it.

DR. WACHSMUTH:. That's correct. | think
there's absolutely no need to tell you how i nportant

the docunent is to the agency. So, what | believe our
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goal should be is to endorse as nmuch of the docunent as
the Commttee is confortable with, so we can again get

t hat advice back to the agency. So, if it's one

guestion or two questions or three or four, we'll go
with -- 1 don't think we have to send the conplete
docunent. | would hate to hold it up, particularly

since 3 |looks like we're going to have to do sone nore
wor k.

| had sonething else, but it's gone. How
long do you think it will take everyone to read this?
More than a half an hour? Bruce?

DR. TOWKIN  Go ahead and settle that first,
pl ease. | have anot her questi on.

DR. WACHSMUTH: Ckay. |It's a half an hour,
unl ess soneone would Iike nore.

(No response)

DR. WACHSMUTH: Ckay. Bruce?

DR. TOWKIN  Ckay. Specific to the goal, it
woul d be the intent then for us as a full Commttee
during Pl enary tonorrow, probably, to vote or reach a
consensus on this witten docunent, is that correct?

DR. WACHSMUTH. That's correct. O today, if
you can do it today.

DR TOWPKIN:  Ckay.
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DR. WACHSMUTH: That would be difficult but
maybe not .

DR. TOWKI N Ckay.

DR. WACHSMUTH: Have to take a read and see
whet her it is possible.

We do have the luxury of one nore night, if
there's small things that we can change that woul d nmake
it acceptable to the Commttee. That's one reason it
woul d be nice to get as far as we can today.

Spencer ?

MR. GARRETT: | was just scratching ny head

DR. WACHSMUTH:  Your flag' s up.

MR, GARRETT: (h.

DR. WACHSMUTH: Ckay. About -- |'ve got 25
till 3. So, about five after.

(Wher eupon, a recess was taken.)

DR. WACHSMUTH:. Before | turn things over to

Spencer, we do have the revised conments on the hot-

holding. It's a one sheet, and | hope that nmaybe this
evening, you'll get sonething on the non-intact issue,
and we'll just discuss those at the very begi nning of

the day tonorrow before we get back to performance
standards, assumi ng we'll be tal ki ng about performance

standards. That way, we just can concentrate on the
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per f or mance st andards now.

The ot her thing, one of the nenbers pointed
out to me that sonme people have had urgent business and
have had to |leave, and | see quite a few enpty chairs.

| know that applies to Swami, | think to Peggy and
Dave Theno.

What | need to knowis will there be others

who will not be here tonmorrow? Could you |et ne know?
Show of hands?

(Show of hands)

DR. WACHSMUTH:  You'll be gone tonorrow? And
you' || be gone tonorrow?

DR. DOWNES: Frances Downes.

DR. WACHSMUTH: Yeah. | know. What we need
to do is count how many people we have here. 16.
think that does it. | have to check with our exec sec.

| think it's over 50 percent, we have a quorum So,
didn't count. | just counted the seats. It |ooks |ike
16 to me. Did anybody el se count?

DR. TOWKIN. It | ooks good.

DR. WACHSMUTH. Ckay. Well, we should have a
quor um t onor r ow.

John?

DR. KVENBERG  Thank you, Madam Chair.
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Just a point of order. W -- relative to the
bl ade-tenderi zed docunent that we've been feverishly
wor ki ng on, we had an initial draft that went through
subcommittee review. |It's currently being redrafted,
and the hope is that we will have a docunment this
eveni ng before we close for coment.

| guess for those people who'd like to
provide witten coments, even if they' re | eaving, we
can consider themtonorrow. It |ooks like we will have
a revised draft for conpletion tonorrow for you. W
may have to go through the edited text in ful
Conmittee. So, it will take a little bit of tinme to do
it, but if people are leaving, | guess, | don't know
what your preference would be. W will have a draft
toni ght for review

Thank you.

DR. WACHSMUTH: Ckay. Good. | saw soneone
on the way to work on that docunment. So, make sure you
check the table, if you don't have anything in front of
you. Hopefully, it'll be in front of you before we
adj ourn, and everybody can | ook at it tonight, and
we' || discuss that and the hot-hold in the norning.

| think those should both be pretty

strai ght f orwar d.
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Now, I"Il turn it over to Spencer. Spencer,
|'"mgoing to give you the chair and just keep an eye to
your right because these guys seemto be hard to see
once you get goi ng.

MR. GARRETT: Thank you, Madam Chair.

Were we are is to review the docunent and
hopeful |y adopt it, but it would be ny intent to, as |
di d yesterday, go question-by-question-by question or
section- by-section.

The Background section appears on Page 1 and

2 and part of 3, down to Question 1, including

Fi ndi ngs.

DR. HABTEMARI AM | have a question on Page
2.

MR. GARRETT: GCkay. You'll have to --
didn't hear you. I'msorry.

DR. HABTEMARIAM  On Page 2, --

MR, GARRETT: Ckay.

DR. HABTEMARI AM -- the questions. That
m ddl e paragraph about the scope, that first sentence,
that reads "transmtted via direct oral/fecal route".
| think it would be useful to rewite that better

If | understand it, we're tal king about

basically enteric pathogenic organisns that are
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f oodborne and | ead to foodborne human illness. The
wording that we're using, "transmtted direct
oral/fecal route". | nean, there should be a better
way of doing that.

MR. GARRETT: Ckay. So, as | understand it,
what you woul d suggest doing then in the first line
woul d be between enteric and pat hogens, put foodborne?

DR. HABTEMARI AM  Yes, foodborne, because you
say that in the line.

MR. GARRETT: Surely.

DR. HABTEMARI AM  Enteric pathogens are

f oodborne and lead to human illness. That basically is
what we're saying. | think it would be best if we say
it that way.

MR. GARRETT: Ckay. Are there any other
comments on that? | see two others. Skip Seward and -
- Skip, first, | think, then Dr. Tonmpkin.

DR. TOWPKIN. There are nmany pat hogens,
enteric pathogens that are fecal/oral. Viral, for
exanple. | think it really should be transmtted by
raw nmeat and poultry, by raw neat or poultry. That's
really the scope of this docunent.

DR. HABTEMARIAM  And | ead to human il | ness.

DR. TOWKIN. That's fine.
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MR. GARRETT: Ckay. So, as | understand the
way it would read then, it would be, "The scope of this
docunent is limted to the consideration of enteric
f oodbor ne pat hogens" -- excuse ne -- "that are
transmtted by foodborne pathogens” -- excuse ne -- no,
no. Do it again, Bruce.

"The scope of this docunent is limted to the
consideration of enteric foodborne pathogens that are
transmtted by raw neat or poultry and | ead to human
illness."”

DR. WACHSMUTH:  I'Il give you a hint fromthe
few years |'ve chaired. At this point, when we're
trying to get a docunent through, the nbst constructive
comment you could make is a suggested change. |If
sonmething's wong, try to raise your flag with the
answer, and it'll nove it alittle faster.

MR, GARRETT: Bob?

DR. BUCHANAN: My apol ogi es for being out of
the roomfor a mnute, but could | hear the rationale
on why these general principles would be limted to
nmeat and poul try?

MR. GARRETT: Bruce?

DR TOWKIN. | think in this case, the title

of the docunent is, of course, Raw Meat and Poul try,
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and these principles, while we're trying to nmake them
very broad in sonme cases, they are really directed
toward raw nmeat or poultry, and in responding to the
questions, that's what we're really dealing with. The
questions have to do with raw nmeat and poultry.

MR. GARRETT: And it is the title of the
docunent. |Is there exception? Skip? Well, it's stil
on -- is it on this or on another -- okay.

Okay. W thout exception then, change is so
not ed.

DR. BUCHANAN: | do have to respond. | think
you' ve restricted the use of sonme good general
principles when it's unnecessary to restrict them

MR. GARRETT: It's not ny intent or | don't
think -- well, we'll find out when we get there, but |
don't think the general principles are going to be
renoved

DR. WACHSMUTH: | think what the answer to
t hat woul d be, that the Commttee can use these
principles in other ways. R ght now, this group is
sinply responding to the charge from FSI S.

There will be other -- if you' ve noticed on
your -- some of your paperwork, there are perfornmance

standards that will be done for seafood, and there's a
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Cfor Oher, and it may be possible for the people who
chair those subcommttees to take as nuch as they can
fromthis docunment. In that way, you sort of
generalize them

MR. GARRETT: And in addition to that, there
are other questions that need to be answered, even by
this Coomittee, that can still use these general
principles in their deliberations of those issues.

Bill Sperber?

DR. SPERBER Yes. On this statenent that
we're just considering on scope, wouldn't we have to
include in there indicator organisnms? Scope of the
docunent? In close consideration of enteric foodborne
pat hogens and i ndi cator organi sns? Because as it is
right now, you're only going to be considering
pat hogens for your performance standards.

MR. GARRETT: Well, | presune then, you'd
have to say and indicator and index organi sms. Wthout
exception? Katie?

TOWKI N:  Spencer ?
SWANSON: How about - -

2 3 3

GARRETT: Wit a mnute. Katie?
DR. SWANSON: -- "the scope of this docunent,

it islimted to consideration of perfornmance standards
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for raw neat and poultry products"? Wuld that fix it?
No? Ckay. Never m nd.

DR. TOWPKIN. M crobi ol ogi cal performance
st andar ds.

MR, GARRETT: David?

DR. ACHESON. |If we add Bill's suggestion,
sonme of those indicators don't lead to human ill ness.
So, that's not going to connect. So, we have to take
t hat out.

DR. TOWKIN. We could strike the human
i1l ness because that's redundant.

DR. ACHESON. Yeah. W coul d.

MR, GARRETT: Bob?

DR. BUCHANAN: Since you define indicator
organismlater on, | don't think it's particularly
necessary to include it, but it doesn't hurt.

MR. GARRETT: Wbuld you al so have index? W
define that in the sane place. But then, what do we do
about the -- you say, "The scope of this docunent is
l[imted to the consideration of foodborne pathogens and
i ndi cator and i ndex organi sns."

DR, BUCHANAN: Could you repeat that again,
Spencer ?

MR. GARRETT: "The scope of this docunent is
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limted to the consideration of enteric foodborne

pat hogens and indi cator and i ndex organi snms that are

transmtted by raw neat and poultry.”

"The scope of this docunent

consi deration of enteric foodborne pathogens,

kay?

islimted to the

i ndi cat or

and index organisns transmtted by raw neat and

poul try."

Ski p?

DR

here. On the very next sentence,

. SEWARD: Ckay. Just two snall

poi nts

"The principles for

t he devel opnent of performance standards for other

pat hogens™",

measures of process control

would add in there after that,

"or as

may require consideration

of different factors and as such were not considered in

the current deliberation."

MR

. GARRETT:

process control or for neasure"?

DR
MR
DR
MR
DR

necessary, but what

D d you say "as neasures for

SEWARD:  As.

GARRETT: Any conment on that?
BUCHANAN:  Spencer ?

GARRETT: Bob?

BUCHANAN: |'mnot sure that that's

i S necessary is based on the

changes you've made to the first sentence, you nust
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i ndicate that the devel opnent of performance standards
for other pathogens or other commoditi es.

MR. GARRETT: Yeah. That's fine

DR. SEWARD: So, for other pathogens or other
commodities as neasures of performance controls.

MR. GARRETT: No. Just and ot her
commodi ti es.

DR. SEWARD: And other comoditi es.

MR. GARRETT: O other comobdities. Anything
el se on Page 2?

DR. SEWARD: Just in the next paragraph, the
third line fromthe bottomthere, | think that question
shoul d read, "what special considerations need to be
attended to in the devel opnent of quantitative baseline
data, and for the use of quantitative baseline data for
t he devel opment".

So, in other words, nove "quantitative" down
to before "baseline data", and then replace the word
"devel opnent” after that with the word "use". That
correlates to the question that's actually in the
docunent, if you go to that question

MR GARRETT: Ckay. So, --

DR SEWARD: It's just not witten quite as

it is later in the docunent.
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MR. GARRETT: Yes, thank you. | see the
transposition of the word "quantitative" before
"basel i ne".

DR. SEWARD: Yeah. And then, after that,
where it says "and for the devel opnment™, that
devel opnment should be the word "use", U S-E

MR. GARRETT: GCkay. And that accurately
reflects the question.

DR. SEWARD: Right.

MR. GARRETT: Anything el se on Page 27?

(No response)

MR. GARRETT: Anything on Page 3 relative to
the top of the page, including the Findings?

DR. SWANSON:  Spencer ?

MR, GARRETT: Katie?

DR. SWANSON: | believe we m ssed one that we
di scussed | ast evening. That was the sentence
imedi ately after Findings. | believe we had inserted
"The subcomm ttee believes that perfornmance standards
that nmeet the principles as outlined in this docunent
are val uabl e and useful tools."

MR. GARRETT: That is correct. "The
subcomm ttee believes that performance standards that

nmeet the principles as outlined in this docunent are
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val uabl e and useful tools.” That change would carry
over later on in the docunent, if I'mnot m staken.

Wt hout exception? That brings us to
Question 1, and Question 1 is -- runs from3 to 5. Are
t here any changes or recommendations for Question 1
t hat appear on Page 3 of the docunent?

Bruce? Bruce, then Dane. Bruce first.

DR. TOWKIN: In the paragraph beginning with
"Performance standards”, | think it's helpful to
reinsert or to insert again the definition of a
performance standard at this point. This is where
we're really introducing the principles.

So, |'d suggest "Performance standards define
t he expected | evel of control at one or nore steps in
the process”, just as we stated up above, and then
Per f ormance continui ng, "Performance standards can be
used as one neans of achieving public health goals."

The next sentence, | don't quite understand.

Just reading it, |I don't renmenber what it was to
convey, and | don't know that we need to retain it.

MR. GARRETT: Before you do that, let ne make
absolutely certain that 1've captured your first two
i nterventions because, quite frankly, | haven't.

DR TOWPKIN:  Ckay.
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DR TOWPKI N:

don't know that it'l]

MR
DR
MR
DR

t he expected

process. "
MR.
stated?
DR.
sentence --
MR.
DR.
MR.
DR.

GARRETT:
TOWPKI N:
GARRETT:
TOWPKI N:

evel of

GARRETT:

TOWPKI N:

GARRETT:
TOWPKI N:

GARRETT:
TOWPKI N:
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So, would you --

In the process of capturing, |
get captured.

No.

Uncapt ur ed.

No, no. | understand.

"Performance standards define

control at one or nore steps in a

And t hat has al ready been

Ri ght under the Findings, that

Hm hmm

-- that we just tinkered wth,

Ri ght .

-- we've nmade that statenent

there, where we endorsed the use of performance

st andar ds.

MR, GARRETT:
DR TOWPKI N:

t hese principl es.

MR, GARRETT:

Ri ght .

Now, we want to build it into

Okay. And where woul d you
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insert that?

DR. TOWKIN. It would be in the second
par agr aph, where it says, "Performance standards shoul d
be". | would suggest we change that to read,
"Performance standards define the expected | evel of
control at one or nobre steps in a process."

MR, GARRETT: Ckay.

DR. TOWKIN.  And then, the next sentence
could be, "Performance standards can be used as" --

MR, GARRETT: Wait, wait. Slow down.
"Performance standards can be used as one" --

DR TOWKI N " Means".

MR GARRETT: -- "neans".

DR. TOWKIN  Just the rest of the sentence.
"One neans of achieving public health goals."

MR. GARRETT: Ckay. Dane, Skip.

MR. BERNARD: Thank you, Chairnman.

| would agree with Bruce's questioning of the
next sentence. However, if it is to remain, and |
don't know exactly what it is intended to say, but if
it istoremain, | would suggest that we nodify it by
adding after the words "public health goal", the
following insert, "and the inpact of the standard on

neeting the goal."
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By adding that insert, then it nore or |ess
flows into the docunent by linking to our |ater
reference to estimates of risk.

MR. GARRETT: Dane, I'msorry. Wuld you
repeat that again?

MR. BERNARD: | would be nore than happy to.
Where it says, "The stated public health goal"” add the
following "and the inpact of the standard on neeting
t he goal ."

| think Bruce's question should really be
di scussed. What does the sentence -- what was it
i ntended to nmean and should it remain?

MR. GARRETT: So, then you're agreeing with
Bruce's insert, and you're just nmerely indicating after
"goal" and "the input of the standard in neeting the
goal "?

MR. BERNARD: And "the inpact of the standard
in nmeeting the goal ".

MR. GARRETT: |Inpact, rather.

MR. BERNARD: Ri ght.

MR. GARRETT: |s there any exception to that?

DR. SEWARD: Yes.

MR. GARRETT: |'mcom ng down the table. The

next person down here.
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DR. SEWARD: It's ne. | don't have a conment
on this particular --

MR. GARRETT: (Ckay. Just stand by. |Is your
comment -- the next coment relative to this? kay.

If you'll just hold it? You have an exception to this?

DR. BUCHANAN: Yes, | do, and I'mopen to
wor di ng that changes the words but not the neaning of
the sentence. [|'ll give you an anal ogy. The goal may
be to send a rocket to the noon, but if the rocket you
design only gets as far as Chicago, your |ikelihood of
ever reaching your goal is not proportional to what
you've given in terns of the technol ogy.

Conversely, if you have a goal, and you
devel op a performance standard so that you neet that
goal, you better make sure that they're in sone way
proportional, that the degree of stringency, how high
of a bar you set, gets you to that goal

So, there has to be sone kind of |ink between
the two and that's what that sentence is there to
inmply. | find that, Dane, your addition, the wording
you have added when you take a | ook at what a public
health goal is, that is by definition an inpact on
public health

So, | don't see that -- your added phrase is
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just repeating what a public health goal is.

MR GARRETT: Let nme nake an observation from

the chair before |I recogni ze Dane.

DR. WACHSMUTH: Yes, this is one of the cases
where menbers shoul d address the chair.

MR. GARRETT: Well, no, please. Let ne nmake
-- well, you know, one way or the other now.

The point sinply is, | do want to nmake an
observation, that oftentines, you know, words get
confusing, like what is a goal versus what is an
objective, and | tend to agree with Bob.

If you take a | ook at sone of the goals that
are out there, goals often are, you know, not
achi evable. You progress to a goal, but you nmay not
achi eve the goal. However, you may achi eve certain
objectives along the goal, in trying to reach the goal.

Some woul d argue that's what food safety objectives
are all about, but I'mnot going there.

So, | was just thinking that one fix m ght
be, Dane, for you to consider, and | understand,

t hi nk, what your issue is, | would just say should be
t he neans of achieving public health goals to reduce
foodborne illness. So, you at |east indicate what the

public health goal is.
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Rather, if you're trying to make a direct
link, quantitative |inkage, between the performance
standard itself and a neasurable quantitative reduction
of the goal, that's sonething el se again.
MR. BERNARD: At the top of Page 4, we're
tal king about estimating the likely inpact of

performance standards for Salnonella in ground products

woul d have on public health. That to ne is the key.

Does the standard itself nove toward the
goal ? Just by stating one has a goal doesn't
necessarily make the performance standard the
appropriate neasure. So, | found the sentence
inconplete as witten wthout sonething that links it
to what we're saying at the top of Page 4, and that's
what | was trying to acconplish with that.

MR. GARRETT: And that's why | indicated to
reduce foodborne illness as opposed to. So, clearly
the goal is to reduce foodborne illness w thout
attenpting to quantitate that reduction.

Then | think that would -- | think, | may be
wong certainly, that that would take care of your
concern and Bob's concern.

DR. BUCHANAN: | don't think we're in

fundanment al di sagreenent, maybe just a little
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m sunder st andi ng, but | found the sentence just not to
link with what we said later on in the paragraph.

MR, GARRETT: Katie?

DR SWANSON: I'ma little confused, and 1'd
like to seek clarification.

Dane, are you tal king about addi ng your
phrase at the end of the first sentence in the
par agr aph as typed or the second sentence?

MR. BERNARD: The second.

DR. SWANSON: The second sentence. Ckay.
And | think Spencer was | ooking at the first. Ckay.

MR. GARRETT: You're absolutely correct. But
we still have a disagreenent.

DR. SWANSON: But at |least we're on the right
sentence, sane sentence.

MR. GARRETT: |'Il take that. [I'll accept
that. But ny insertion could work under either one.

DR. SWANSON: Exactly.

MR. BERNARD: May | address ny col | eague
directly?

MR GARRETT: Sure, sure.

MR. BERNARD: What do we nean by "stringency
of the standard"?

DR. BUCHANAN: "Stringency"” is a termthat
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descri bes how -- to what degree you need to do
sonmething. "Stringency" is basically an accepted term
when you -- in describing performance standards, and
it's been defined and articulated in a nunber of
docunents, both within Codex, within ICV5 etc., and
again, it describes the degree to which a process nust
oper at e.

The nore stringent that you have a process or
a standard, the higher |level of control is needed. It
is just -- we've had discussions, for exanple, here in
the Commttee. Passive is a -- passive as an exanple
is a concept. It's a process. It does not inherently
articulate the degree to which a hazard nust be
controll ed.

When you establish that through establishing
acritical limt, you establish the stringency of the
system Likew se, when you're tal king about a
performance standard for any process, which can have
any of a variety of degrees of control, there has to be
a deci sion about how -- to what degree you're going to
control the hazard. That defines the stringency, and
in turn, that should be proportional to the goal that
you're trying to achieve.

If you're trying to achieve -- again, if
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you're trying to achi eve such that you can only have

one carcass in a mllion has Salnonella, but you have a

performance standard that the end result of it is, is

that one in a hundred could have Sal npbnella, the

performance standard and your goal are not the sane.
They don't lead you to the sanme conclusion. You wll
never get there from here.

Conversely, and again using an i nmage, you
don't swat a fly with an atom c bonb. So, you woul dn't
want to do it. There's sone point -- the whole point
of this is to match up the degree of control with the
standard, so that you're reaching the endpoint that
you're trying to get to.

MR. GARRETT: Dane, with that understanding

do you still wsh to add that?
MR. BERNARD: | -- well, Bob and I can
westle this later, | guess, if the rest of the

Commttee thinks I'moff base. W can take it up
later, but I still would like to see -- it seens we're
getting the cart before the horse without Iinking the
ri sk managenent tool, the performance standard, with
havi ng sone effect against the public health goal
before we make the statenment regarding the stringency,

and we don't do that until the top of Page 4, unless we
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nodi fy that slightly to provide that |inkage.

DR. BUCHANAN: And | think what you have to
do is look at the three top sentences of that paragraph
inline with the question in the section that's being
asked. Those three sentences in that paragraph say
that the purpose of performng a -- the purpose of
establishing a performance standard is to reach a
public health goal. That performance standard shoul d
be related to the public health goal, and that,
finally, that inplies you have sonme neans of relating
t he two.

| f you have no neans of relating the public
heal th goal to the performance standards, and we
presune in this question that you're going to do it
t hrough sone risk analysis process that is sone
eval uation of the risk, that's how you do it. So, you
have -- here's where you want to get to, and in order
to do that, you're going to have to be able to
articulate in sonme way the risk that's associated with
this process, and it's really just a |lead-in on why you
have to have sone evaluation of risk

MR. GARRETT: Well, again, | would ask the
two of you, ny proposed fix, to reduce foodborne

illness, does that at |east begin to nmake the bridge
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over to the top of the next page?
MR. BERNARD: | agree.
MR. GARRETT: You agree? Good. Katie? On
this issue, we have agreenent.

DR. SWANSON: On this -- okay. Maybe 1’|

just -- 1 think I have a potential fix.

MR. GARRETT: | think we got one

DR. SWANSON: Ckay. Then I'll stop. Never
m nd

MR. GARRETT: But, hey, never let it be said
that I needed the power of the mke. | mean, | think
if we want to hear it, let's hear it.

DR. SWANSON: Want to try it? GCkay. If we
del ete the sentence that contains "stringency" and the
second one and say "consideration of risk is needed to
link the performance standard to the stated public
heal th goal”, would that get us where we need to be?

MR. GARRETT: In ny judgnent, if you're just
nerely to indicate what 1'd indicated, to reduce
foodborne illness and | eave those sentences and then
turn the page, you'll have it.

DR. SWANSON: Ckay. Never m nd.

MR. GARRETT: Provi ded Dane agrees

DR TOWKIN I'd like to see it fixed, but
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keepi ng everyone here as we fix it, | think it mght be
best to proceed through the rest of the docunent and
see whether or not we had -- what -- how this process
is going to go, whether there are going to be nore of
t hese issues.

| don't have very many, and it may be
possi bl e that we could just conme up with a sentence or
two that addresses this thing. | have a proposal.
Katie's proposed one. Dane. | think it's possible to
retain the concept that stringency should be related to
risk. That's really all we're saying, isn't it? And
it can flow very well wth sone slight changes.

MR. GARRETT: GCkay. We'll hold this in
abeyance then, this paragraph, and proceed --

DR. SWANSON: To Ski p.

MR. GARRETT: You had your flag up down
there. | can't -- okay.

DR. HABTEMARIAM It was just a small point
about consistency, you know. On Page 3, we refer to
risk assessnent, to risk analysis, risk evaluation and
so on. Just for consistency, the question was risk
assessnent. Oherwi se, we have to define ternms. That
was the point | wanted to nake.

MR. GARRETT: Yeah. Well, | think that --
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DR WACHSMUTH: Is it a |ow battery?

MR. GARRETT: Doesn't appear to be. The
guestion that he was pointing out is that there seens
to be a use of different phrases or words. Risk
assessnent, risk evaluation and so forth, and he's
wonderi ng about the need for consistency, and | believe
as we go through the docunent, that was done by design

As you go through the docunent, we tal k about the
formal risk assessnents taking a structured process and
a long period of tinme and consumng a | ot of resources,
and oftentimes you don't need to do that but you can
just do a risk evaluation, and | think that is actually
-- the -- okay. Between -- yeah. kay. Fine,.

Any nore on Page 3?

DR. SEWARD: Yes. | have two points. One,

t he second-to-the-1ast paragraph, the last word, |
woul d recommend changi ng "performance” to "public
health risk", to tie it in to what's stated in the
first sentence. Unless there was a reason to use the
word "performance" there, | -- second-to-the-Iast

par agraph, last word. "Overall public health risk"

MR. GARRETT: Wbndered about that nyself.
Wt hout exception. Your second one then.

DR. SEWARD: Last sentence on the page,
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before -- and | would say, "and thus influence the
decision to", and | would insert, "adopt a performance
standard, or accept one perfornmance standard over
another." Very last sentence. Seens to nme we'd want
to have the option there to use the risk assessnent to
decide if you wanted to adopt one in the first place as
wel | as accept one over the other.

MR. GARRETT: So, agreed then. "The key
factors that contribute to risk and thus influence the
deci sion to adopt a performance standard or accept one
per formance standard over another."

Seei ng no exceptions. Skip, you ve got to
put your giznmo down. Thanks.

Moving on to Page 4 then. | didn't nean it.

DR. SEWARD: Just a point of clarification, |
think, on the -- let's see. 1-2-3 -- fourth paragraph
that starts off "FSIS', in the second-to-the-last |ine,

where it says, "Such information would have additional

value in determining initial |loads of Salnonella in raw
nmeat and can be used in validation of therm
processing. "

|"mnot quite sure if that raw neat, for
exanple, refers to trinmmngs, for exanple, or ground

beef, but if it refers to trinmmngs, then | would
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suggest that we have a comma after "neat" and put in
t he phrase "taking into account the tenperature profile
during distribution, and can be used in validation of
t hermal processing”, because | think it ties in to what
we were trying to say before, but I'mnot sure what
that's referring to in terns of raw neat.

DR. TOWKIN. | have an idea why it says
t hat .

MR. GARRETT: OCh, good. Bruce?

DR. TOWKIN If I may, M. Chairmn?

Basically, we are required to validate our

processes to elimnate Salnonella, Listeria and so on,

in beef and the other products that we cook and
process, and that's really what that was all about.
Knowi ng the initial |evel of pathogens, such

as Salnmonella, in the raw material will enable

establishments to validate the thermal processes.
That's how it woul d be used.

MR. GARRETT: W th that understanding, Skip,
is your insertion still relevant?

DR. SEWARD: No. |[If everyone el se is okay
withit, then so aml|l with that.

MR. GARRETT: Any exception?

(No response)
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MR. GARRETT: Ckay. Dane?

MR. BERNARD: Thank you, Spencer.

On Page 4, the fourth paragraph, the one that
begins with "as the dose response appears to be
adequatel y addressed”, 1-2-3-4, the fifth Iine, which
begins with "substituting”, small edits here.

The word "the" is not correct there because
we said up in the previous paragraph there really is no
preval ence data, and we're recommending that it be
collected or estimated. So, |I'mnoving to strike the
word "the" from preval ence data, and there's the word
"and preval ence data" and insert the followng "the" --

MR. GARRETT: Hold on. | just scratched out
the "the". \Where's the "the"? Were's the next one?

MR. BERNARD: It's in the sane sentence.

MR. GARRETT: Yeah. kay.

MR. BERNARD: Read on. "Preval ence data and
t he above-referenced dose response rel ationship”, and
then in the next paragraph, "FSIS can devel op
preval ence data" instead of "such data".

MR GARRETT: Any nore?

MR. BERNARD: Yes. The third bullet at the
bottom of the page, "nmethod and degree of cooking", you

had added the bullet which to ne those were pretty nuch
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t he sane, "consumer preference”. W could nodify the
third bullet there by adding "including consideration
of consuner preference for undercooked ground beef" and
avoi d sone redundancy.

Thank you.

MR. GARRETT: Are there any objections to --
| take it there's none to the first two. How about
conbining Bullet 3 and Bullet -- whatever it is, the
| ast one?

(No response)

MR. GARRETT: Seeing none. So agreed
"Met hod and degree of cooking and consuner preference
for consum ng" -- oh, "including consumer” -- yeah.

MR. BERNARD: Consideration of consuner
pr ef erence.

MR. GARRETT: Very well. Any nore on Page --
this is obviously hot stuff we're tal ki ng about here.
kay.

John?

DR. LUCHANSKY: It's okay if |I'mon Page 57
The first paragraph, the second sentence. "Specific
agenci es nmust be determ ned by a risk assessnent teant,
and can only be determned by a risk assessnent team or

can others ook at a ri sk assessnment determn ne what the
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nodi fi cati ons are?

MR GARRETT: Yeah. No, no. | don't think
it's the -- 1'd like to hear sone other --
DR. LUCHANSKY: | think it's sufficient to

say that if anyone can identify the date of it, that's
of value. So, | don't know if we just strike risk
assessnent team It doesn't change the neaning
necessarily.

MR. GARRETT: Well, | think the issue --
maybe it should be turned around just a little bit.
This relates to risk assessnment. So, maybe it should
say, "A risk assessnent team nust consider the data.”
| nmean, this whole question relates to risk assessnent,
does it not?

DR. LUCHANSKY: | was actually trying to make
a different point.

MR. GARRETT: Ch, okay.

DR. LUCHANSKY: | agree with what you just
said, but I think as |long as anybody can critique the
data and identify the need, then that's of value. It
m ght not necessarily be sonebody on a risk assessnent
teamthat identified that void.

MR. GARRETT: Could you get by with --

DR. LUCHANSKY: If you'd like a teamto then
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assess whether or not that's a valid answer, that's
fine.

MR. GARRETT: Bob? Could you say it just by
a risk assessnent teamor others? Could it be that
si npl e?

DR. BUCHANAN: |I'mtrying to renmenber what
we' re tal king about here in terns of specific data
needs. | think this refers to specific data needs for

the risk assessnent.

DR. LUCHANSKY: | took it to nean we were.
DR. BUCHANAN: | ' mnot sure that that's what
was inplied. | think it was you need the input from

the risk assessnent teamin ternms of what data they
need to do the risk assessnment and that needs to be
conmuni cated to the risk managers.

DR LUCHANSKY: It doesn't read that way to
me. It would be nice to clarify it.

MR. GARRETT: Then, could you say -- let ne
j ust suggest perhaps it to be determ ned by the risk
assessnent team for the conduct of the risk assessnent?
Wul d that hel p?

DR. LUCHANSKY: \What's wong with saying
basically any valid comments woul d be consi dered and

speci fic needs nust be determ ned? It's saying nust be
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to be. If there are --

MR. GARRETT: No, no. That's fine. | just
want you to state what you want in there. | nean
could it be just or others?

DR. LUCHANSKY: | guess | lost the question.

Whose job is it to identify the needs of a risk

assessnent or |likew se after one is done, whose job is

it to determ ne what research needs there m ght be to

interpret the question?

MR GARRETT: | would think the risk

assessnent team woul d determ ne their data needs, but

t hi nk anybody can critique whatever output a risk

assessnment teamand the validity of how it was

conduct ed.

kay. | see Tsegaye down there.

DR. HABTEMARI AM  Yeah. Tsegaye. | think
it'"s an inportant point. My | suggest a
mul tidisciplinary tean? | know risk assessnent issues

could be identified by the team but the problemoften

is that the biology |acks, and | think we need to nake

that point. | don't know for sure what this refers to,

but generally, risk assessnent in the absence of good

biology is enpty and those defeat each other,
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that's what | suggest. You know, we believe very
strongly in nmultidisciplinary team

MR, GARRETT: David?

DR. ACHESON:. | was just going to suggest
that we put in specific dates and needs for the risk
assessnent nust be determned by a nmulti-disciplinary
t eam

DR. LAMVERDI NG That's pretty close to what
| was going to suggest, but the npbst inportant aspect
is we're not telling people how to do risk assessnent.

We have gui dance docunents for that or the conduct,

but the nost inportant concept here is in relation to
the specific risk managenent question posed. So,
whoever's posing the questions or whoever's determ ning
the data needs, it's not that.

MR. GARRETT: John, does that -- is that
better?

DR. LUCHANSKY: Wuld the suggestion of a
mul tidisciplinary team satiate the concerns that were
j ust expressed?

DR. LAMVERDI NG W can just say specific
data needs will be further determined for the risk
assessnent in relation to the specific risk managenent

qguestion posed. So, we're not saying that.
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DR. LUCHANSKY: Yeah. | guess that's -- |
l'i ke that.

MR. GARRETT: Ckay. Wuld you repeat that?

DR. LAMVERDI NG "Specific data needs wll be
further determned for the risk assessnent in relation
to the specific risk nmanagenent questions posed.” 1'd
suggest ending there.

MR. GARRETT: So, you're getting rid of
"posed by the requester"? So, "specific data needs
will be further determ ned for the risk assessnent team
inrelation to the specific risk managenent questions"?

DR. LAMVERDI NG |1'd suggest delete "teant

and just for the risk assessnent.

MR. GARRETT: For the risk assessnent. [|'m
sorry.

| s there any exception?

DR. BUCHANAN: | guess, are we losing the
concept? Again, | could |ive without this sentence al
together. But | think that the -- let's | ook at what

this sentence says. You have a bunch of risk managers.
They want a risk assessnent done to answer certain
guestions. Soneone's got to tell themwhat data is
needed in order to answer the questions that they want

answer ed.
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You coul d have as many people in the world
have their own opinion on what is needed, but
sonebody's got to -- basically, the guy that's got to
do the risk assessnent has got to cone back and say if
you want the risk assessnent done, here is the data and
this is the questions you want nme to answer. Here's
the kind of information | have to have. |If you don't
give ne that information, I'mgoing to make it up

MR. GARRETT: You know, a fix to that m ght

MR. BERNARD: |Is that how this works?

MR. GARRETT: Now, we know. Now, we know.
Runors to that effect for years. But, you know, Anna,
you changed the word "nmust"” to "will", but | think to
pi ck up on what Bob's saying, specific data needs mnust
be det erm ned.

DR. LUCHANSKY: | guess ny point originally
when | saw the word "nmust"”, that that's very
exclusionary to ne, and | guess the nost inportant part
is that it is done in relation to what was bei ng asked
for. That's the nost inportant, but as much as people
can get.

MR. GARRETT: Well, how about nust be

determ ned by a nultidisciplinary tean?
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DR. LUCHANSKY: | think the specific data
needs should be determined in relation to the what the
requester was asking for. So, it's just what's being
asked for.

DR. SWANSON: So, strike "by the risk
assessnent teant and everybody's happy?

MR. GARRETT: Right. That's a Codex
sol uti on.

Any nore on Page 57

(No response)

MR. GARRETT: Then I'll go to Page 6, which
brings us to Question 2, and since we've agreed with --
the Conmttee's agreed to Question 1, except for the
second paragraph on Page 3 that needs nore to be said.

Any questions on Page 6 relative to Question
2? Dane, then Katie, then Bruce, then Bob.

MR. BERNARD: Thank you.

Anybody else? This is ny tine. Let nme go
with the easy one first. Down at Nunmber 5, under
General Principles, there's sone redundancy there with
the |list above. "Both pathogens nust have simlar
survival and grow h characteristics and a shared common
source." Those are bullets in the above list, and the

first sentence, we said, has to be consistent with the
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list. So, | would nove to strike that.

MR. GARRETT: So, you're striking the --

MR. BERNARD: "Bot h pat hogens nust have
simlar survival and growth characteristics and a
shared common source"” because they're in the list, and
we referenced the list.

MR. GARRETT: Hmhmm Wthout exception?
Very wel | .

DR. BUCHANAN: Could you repeat that, the
i ntervention, please?

MR. BERNARD: The second sentence in Number
5, which reads, "Both pathogens nust have simlar
survival and grow h characteristics and a shared common
source" is redundant because both of those points are
covered in the list, and the first sentence references
the list. Merely editorial.

| al so question the |ast sentence in Nunber
5, which says, "The control measures for one pat hogen
shoul d be effective for the second pathogen", as to why
that needs to be -- although I can see that it depends
on where you take the sanple. |If you're using
i nterventions before you take the sanple, | guess
that's appropriate. So, | withdraw nmy intervention.

MR GARRETT: Any nore?
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MR. BERNARD: Point Nunber 1, under Ceneral
Principles, first sentence, |I'mwondering in the
context of this docunent, if the sentence that reads,
"M cro Performance Standards are intended to effectuate
a decrease in the presence of enteric pathogens in food
commodities, herein nmeat and poultry products”. | read
that as qualified sufficiently for this docunent, but |
just wanted to call everybody's attention to it and see
if that was -- if we had narrowed it enough for the
docunent by that parenthetical insert.

MR. GARRETT: Since you've brought that
particular one up, this is just an editorial thing,
would it not be better to get rid of the "herein" and
just say "in neat and poultry products”, "neat and
poul try product commodities” or sonething |ike that?
Raw. Oh, yeah. MW God. Raw. R ght. And then we can
-- but it's just an old English thing with ne.

kay. Any comments specifically on what he's
recommended? It's w thout exception, we nove the "both
pat hogens”. | didn't see any, and then "enteric
pat hogens in raw neat and poultry product conmmodities”
or just "raw neat and poultry"? W have a different
| exi con in seafood than you do in products and

processed products and production is different for us
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t han what you fol ks say.

So, would it be correct to say "in raw neat
and poul try", include "raw neat and poultry
coormodities"? | take it as a carcass is a commodity,
is it not? Raw neat and poultry's fine, period. Ckay.

Thank you.

Any exception to that? Ckay.

MR. BERNARD: | have one nore.

MR. GARRETT: Ch, one nore? Ckay.

MR. BERNARD: Back to Nunber 5 again, and the
first sentence, "One pathogen can be used as an
i ndi cator of the", should we insert state or, because

that is how we have defined indicator, or should we

remove -- we can go either way because we've defined it
above.

MR. GARRETT: | would think we should say
state or, yeah. It bears repeating. |Is that it for
you?

kay. Then | think that Katie was next.
Weren't you next on the Hit Parade?

DR. SWANSON: I n Nunmber 3, there are other
types of performance standards enunerating
m croorgani sns. So, | would suggest a fix that says

"M crobi ol ogi cal Performance Standards", insert "that
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i nvol ve detection and enuneration of a m croorganisni,
then delete "that can be classified as an indicator or
an i ndex organism"”

MR. GARRETT: Any exception to that? | nean
if there's an exception to it, you know, wave your
flags since everybody's got so many flags. Ckay.
Honestly, | think | said Bruce next. | honestly forgot
the order. I'Il start witing.

DR. TOWPKIN:  Nunber 2.

MR, GARRETT: Nunmber 27

DR, TOWPKIN. Just insert "raw' before "neat
and poultry" at the end of the sentence.

MR. GARRETT: W thout exception? Then, Bob?

DR. BUCHANAN: Just two comments, Spencer.

One, in the last two lines on Page 6, the --
shoul d be changed to read "detection of the nunber of
E.coli in ground product may not be" delete "is", "as
direct a neasure for the concentration of fecal
contam nation”, and then I'm not sure whether an "as"
shoul d be inserted after that, "as on" or whether "on"
is the correct form It seens to be awkward there.

And then, going back to one comment --

MR. GARRETT: | think "as" would be the

correct.

EXECUTI VE COURT REPORTERS, | NC.
(301) 565- 0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

297

DR BUCHANAN:. "As".

MR, GARRETT: Hm hmm

DR. BUCHANAN: And then, going back to Nunmber
5 above that, | tended to agree with Dane, that |'m not
sure that the last sentence in that Nunber 5 is
necessary nor even valid.

MR. GARRETT: | thought it was del eted
Well, there's a trenendous difference between the two.

DR. BUCHANAN: One, | don't think it's
necessary because that concept is in the five criteria
previously stated, just as we elimnated this sentence
bef ore.

Two, it may not be that it has to be
identical to all control neasures. It is just the
critical control neasure that you're using it to
indicate. So, for exanple, on-the-farm control
measures that would reduce E.coli may not inpact

Canpyl obacter but in-plant control neasures would

likely -- that you did to E.coli would contro

Canpyl obacter. So, it can't be so universal in the way

it's worded.
MR. GARRETT: Yeah. W thout exception, to
drop the sentence? Seeing none.

Any nore comments on Page 67
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DR. TOWKIN. Yeah. | want to go back to
Nunber 3. It's the change that Katie made. | don't
think that makes sense the way the change was made
because it indicates that the performance standard is
an indicator of an index, unless |I've got it in the
wr ong pl ace.

D d you have M crobi ol ogi cal Performance
St andards that involve detection and enuneration of a
m cr oorgani smcan be classified as an indicator?

DR. SWANSON: That's what | had.

DR. TOWKIN  That doesn't nake sense.

DR. LAMVERDI NG Coul d you read what you
have, pl ease?

DR. SWANSON: That's exactly what | had. The
issue that | had with this is it suggests as witten
t hat M crobi ol ogi cal Performance Standards al ways
i nvol ve detection and/or enuneration of the
m croorgani smand that isn't necessarily true.

MR. GARRETT: Let ne read this, Katie, and
just follow the -- "M crobiological Performance
St andards that involve the detection and/or enuneration
of a m croorganismcan be classified as an indicator or
i ndex organism"” | think there's sonme di sconnect.

DR. SWANSON: There i s sone.
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DR. LAMVERDI NG Coul d you give us an
exanpl e, Katie?

DR. SWANSON:  Well, I'mthinking of a five-
| og reduction, that's not detection or enuneration.
You're looking at a tenperature differential and that
is a performance standard. It is neither an index nor
an indicator.

MR. GARRETT: The five-log reduction of a
bacteria is an enuneration.

DR. SWANSON: It's not an index or an
i ndi cat or.

MR. GARRETT: |Is a five-log reduction a state
or a condition?

DR. LUCHANSKY: M. Chairman, you may j ust
| eave the sentence the way it is and just insert "may"
or "can" before "involve", so it's not all exclusive or
inclusive. Wuld that be a fix then?

MR. GARRETT: Katie, would that be
accept abl e?

DR. SWANSON:  Yeah.

MR. GARRETT: So, just say "may be
classified".

DR. LUCHANSKY: "M crobi ol ogi cal Performance

St andards may invol ve" --
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DR, WACHSMUTH. Could I interrupt, Spencer,

for a second?

Wen the nenbers speak, the raising the flag,

remenber part of that was so that we coul d make sure on

record we knew who was tal king. So, just sort of give

your name if it's appropriate, if you don't

rai se the

flag, so we can nmake sure we know who said what.

Thanks.

MR. GARRETT: Ckay. |If | could take the

chairperson's prerogative, Katie, would you now read

the sentence to us, please?

DR. SWANSON: This is Katie Swanson.

"M crobi ol ogi cal Performance Standards may

i nvol ve the detection and/or enuneration of a

m croorgani smthat can be classified as an indicator or

an i ndex organism"”
MR. GARRETT: Thank you
Any nore comments on Page 67

(No response)

MR. GARRETT: Mving to Page 7.

Dan?

DR. ENGELJOHN: This is Engeljohn.

I n the paragraph begi nning "Sal nonel | a
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Performance Standards”, I'msorry, in the |ast
paragraph in that section, after "within the grinding
facility", 1'd like to add a sentence that says,
"Purchase specifications” --

MR GARRETT: No, no, no

DR ENGELJOHN: Sorry.

MR. GARRETT: Sl ow down first.

DR. ENGELJOHN: All right. In the |last --

second par agraph under "Sal nonella Perfornmance

Standards", last line, 1'd like to add a | ast sentence
after "grinding facility".

MR. GARRETT: Pencils are poised

DR. ENGELJOHN: Al right. "Purchase
specifications with mcrobiological limts" --

MR. GARRETT: Sl ow down. " Specifications
with mcrobiological limts" --

DR. ENGELJOHN: -- "for various
m croorgani snms" - -

MR. GARRETT: -- "for various mcroorgani sns"

DR. ENGELJOHN: -- "are one neasure which
grinding" --
MR, GARRETT: Wit a mnute, wait a mnute

"Are one neasure which" --
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DR, ENGELJOHN: " Grinding operations can use
to control, i.e. limt," --
MR. GARRETT: To control what?
DR. ENGELJOHN: "Control (i.e. limt)
contam nation".
MR. GARRETT: So, that sentence would read --
DR. BUCHANAN: Repeat where it's going.

MR. GARRETT: | just want to read the
sent ence.

DR. BUCHANAN: Pl ease repeat where it's
goi ng.

MR. GARRETT: Yeah. This sentence would be
inthe -- at the top of Page 7, under the side header,

"Sal nonel | a Performance Standards", the second

par agraph, the last line of the second paragraph,
begins with "Acquired". It would be inserted after the
peri od.

"Purchasing specifications with
m crobiological™ -- can't read ny own witing -- "with
m crobiological limts for various mcroorgani sns are
one neasure which grinding operations can use to
control (i.e. limt) contam nation."

DR. BUCHANAN: One nore tine with feeling.

MR. GARRETT: Sure, Bob. "Purchasing
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specifications with mcrobiological Iimts for various
m croorgani sns are one neasure which grinding
operations can use to control (i.e. limt)
contam nation.”

Did | faithfully do that?

DR. ENGELJOHN: And then, | have one nore.

MR. GARRETT: Let's -- okay. Let's deal with
this one first. Any objection?

John?

DR, LUCHANSKY: Just for point of
clarification. |Is "various" alittle bit too vague?
Do you want to say sonething |ike "targeted”,
"specific" or "select mcroorgani sns” or do you want to
| eave it "various"?

Dan, what was your intent? 1'm John
Luchansky.

DR. ENGELJOHN: "Select” is fine. | don't
see that as a problem

MR. GARRETT: Ckay. Dan, you're going to
have to speak in the mcrophone. They can't hear you
down t here.

DR. ENGELJOHN:  Engel j ohn.

"Select" is fine. |1'mokay with that.

MR. GARRETT: So, before "selective
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m croorgani sns"? Ckay.

Bob Buchanan, then Bruce Tonpkin.

DR. BUCHANAN: Bob Buchanan.

Two points in terns of this sentence.
t hi nk one, that we need to articulate overtly in this
sentence that purchase specifications are a form of
performance standards to nmake sure that this in sone
way ties back to the general discussion at hand, and
two, | think I would nodify this sentence to

specifically, since this is a paragraph on Sal nonella

Performance Standards, | think we need to be a little

bit nore specific in the sentence, saying Sal nonell a,

and then if you want in parenthesis (and ot her
pat hogeni ¢ m croorganisns), but | think in ternms of the
continuity of the paragraph, it should be focused on
Sal nonel | a.

So, again, nodify this sentence to indicate
that this is a formof performance standard or

performance criterion and then target it to Sal nonella.

MR. GARRETT: Bruce?
DR TOWKIN | like it the way it was.
MR GARRETT: Dane?
DR. TOWKIN. Because it's not truly --

performance specifications, standards, however you want
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to state them are intended to neet a performance
standard. They are not specific -- they are not
performance standards unto thensel ves.

MR. GARRETT: There are purchasing
performance standards. | nean, there's governnent
pur chasi ng standards as well. Just want to nake sure
everything gets on the table here, folks.

Dane, then Dan, then that's it.

MR. BERNARD: Thank you, Chairnman.

| have other things on this page, but 1'd
like to get from Dan what the addition of this sentence
does for us.

DR. ENGELJOHN: This is Engeljohn.

| felt it was inportant to add sone context
to a statenent that's nade |ater in the docunment back
on Page 10, where we're identifying -- at the bottom of
Page 9 and top of Page 10, where we're identifying that
we need to identify studies that discrimnate between
control |l able and non-control | able factors affecting
frequency and concentration of contam nation, and |
believe it provides context later on for what woul d be
control | abl e and not controll abl e.

MR. GARRETT: Dane, with that understanding

do you now understand the reason for the sentence?
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MR. BERNARD: | appreciate that. |'m
wondering if we should not do sonething nore overt to
link with that, because it's still -- 1 nean, it's -- |
don't disagree with it. I'mjust trying to see if we
need to clarify it a little bit nore, but I won't hold
up the proceedings for that.

MR. GARRETT: GCkay. Now, | would ask, do you
agree with Bruce? | mean, Bruce liked the way it was
the first time. | nean, the issue -- I'mtrying to
address now Bob's insertion, which essentially would
read, "Performance standards" -- excuse ne. Being
performance criteria.

Dane?

MR. BERNARD: You're asking ny opinion, M.
Chair?

MR GARRETT: Yes.

MR. BERNARD: |I'min agreenent with Bruce. |
t hink Bruce was tal king about Bob's intervention
specifically in terns of purchase specs being a form of
performance standards.

| don't want to get into a rather protracted
debate over that one. So, | would just as soon |eave
it as it was.

MR. GARRETT: Is that fine with you, Bob, or
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woul d you like to engage in a protracted debate? [|I'm
not being cynical.

DR. BUCHANAN: | guess my coment is a rose
by any other name. Purchase specificationis a
standard i nposed by the conpany.

MR. GARRETT: O by the purchaser. Could be
a governnment. There are school |unch purchasing
speci fications.

Ski p?

DR. SEWARD: Well, just to that point, |I'm
not sure that all purchasing specifications are
standards, unless a | ot of conpanies are perhaps using
t hose incorrectly, but there are sonme purchasing
speci fications that have m crobi ol ogi cal guidelines,
for exanple, that are not purchasing |laws. They are --
gi ve gui dance for purchasing, and yet they're in the
br oadest scope, a purchasing specification.

So, it's not a standard fromthe standpoint
that you' re going to accept or reject product based on
t hat purchasing specification. So, | don't think in
general sense that all purchasing specifications are
performance standards. So, | tend to agree that that's
not --

DR. BUCHANAN: Then | have to refl ect back.
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If we're going to allow a purchase specification to be
a general guideline that does not have to be adhered to
or would not be adhered to, then | don't agree with the
rest of Dan's sentence because it will not have an
impact and nor is it an effective tool.

If it's just there to have sonething on paper
and is neither enforceable nor followed, then | don't
agree with the rest of the statenent because it wll
have no inpact because if it's ignored, howis it going
to be a useful tool for in sone way influencing the

| evel of Salnonella on the ground beef?

MR. GARRETT: Maybe | could suggest a fix
fromthe chair. [If we were to say "purchasing
specifications with mcrobiological [imts for
m croorgani sms nmay be one nmeasure", so that they're in
fact adhered to, they work. |If they're not adhered to,
they don't and don't go noving on whether they're
per f ormance standards or not.

Cat heri ne?

DR. DONNELLY: | agree with Bruce and strike
t hat whol e sentence because | think it's a stronger
scientific docunent without any reference to purchasing
specifications. | think now we're straying into

econom ¢ and ot her considerations, not sticking to the
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science that we were required to do.

MR. GARRETT: Bruce?

DR. TOWKIN. Cdarification. This is Bruce
Tonpki n.

Wi ch sentence did you nmean? The one that
was added by Bob?

DR. DONNELLY: That starts with "purchase
speci fications".

DR TOWKIN. Ch. Well, actually, if | my,
t he proposed sentence that Dan offered, "purchasing
speci fications"” and so on, really can be referenced by
an article published by Dane Bernard and others in
Envi ronnental Sanitarian and so on, and we do endorse
and support this as a good nanagenment approach to
controlling contam nation. So, | think the concept is
sound, and we do use it.

MR. GARRETT: Fromthe chair, as | understand

it, you're supporting the sentence as it was first --

3

TOWKI N:  Yes.

GARRETT: -- proposed?

TOWKIN: As proposed by --

GARRETT: Bob has proposed be nodified.
TOWPKI N:  Sure.

2 %3 3 35

GARRETT: Wbuld you al so support changi ng
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the word "are" as to "may"?

DR. TOWKIN. That's fine. Yes, | do support
t hat .

MR. GARRETT: And then, would that solve
everybody's problen? Dan, would you agree with that as
wel | ? Any objections to that?

So noted. So, it would be may be. So,
"performance specifications with mcrobiological limts
for various mcroorgani sns nmay be one neasure which
grinding operators can use to control (i.e. limt)
contam nation."

Any nore on Page 3 -- 7? \Were are we? Dan?

DR. ENGELJOHN: Engel j ohn agai n.

On the sanme Page 7, I'msorry, on the
par agr aph before that, where it references the PR HACCP
rul e and the Phil adel phia report, | think that we
shoul d make those attachnents, so that there is sone
context to what those statenents are, and |I'd be gl ad
to wite up a summary of the two, rather than have the
entire docunents. | can put the pertinent sumraries as
an attachnment and reference them

MR. GARRETT: Well, they're actually
referenced as attachnments. W have 27 references. Do

you want to just attach those, too, to the docunent?
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Is that your intent?

DR. ENGELJOHN: | guess | would ask the
guestion. Do you want the entire docunents referenced
or just the sections?

MR. GARRETT: Cenerally, |'ve been taught
when you -- if you're going to -- you don't attach an
inconplete reference. So, | would suggest that if
people are interested, they can just go to the
reference or it's as you wish, but it's difficult to
address an i nconpl ete reference.

John?

DR, LUCHANSKY: Just because | brought it up,

| wonder. Wen you reread the sentence that Dan
proposed, you said "various". D d we take Bob's

suggestion for Salnonella or mne to say "selected"?

MR. GARRETT: Yes. | msread it. I'msorry.
DR. LUCHANSKY: Ckay. So, it would read then

for "Sal nonella and/or selected other m croorganisns”.

Is that what's on the table?
MR. GARRETT: "Purchasing specifications with
m crobiological limts for selected mcroorgani sns are
one neasure which may".
DR. LUCHANSKY: For Sal nonella and/or

sel ected m croorgani sns? Bob indicated he wants
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Salnonella in there.
MR, GARRETT: No.
DR LUCHANSKY: No?
MR. GARRETT: No. It's not just restricted

to Sal nonel | a.

On this sentence, are we done with this
sentence? Bruce?

DR. TOWKIN. | have one brief conment on the
sentence before.

MR, GARRETT: Well, | take it we're done with
this sentence? Very well.

"Purchasing specifications with
m crobiological limts for selected m croorgani sns may
be one neasure which grinding operations can use to
control (i.e. limt) contamnation.” One nmeasure. One
nmeasure.

kay. The sentence above that? Bruce?

DR. TOWKIN:  Yes, thank you.

It's very sinple. Over in the far right-hand
side of that sentence above, where it says, "raw
products”, | woul d suggest we use "raw i ngredi ents”
just for clarity.

MR. GARRETT: ot acceptance? |'mnot that

famliar with your -- | nean, can you have nore
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ingredients than that, than just meat or poultry or
neat and --

DR. TOWKIN It's really beef trinmm ngs, but
that's the sanme thing, but you leave it ingredients,
then it's -- you're safe.

MR. GARRETT: Bill Sperber?

DR. SPERBER. This is Bill Sperber.

Wul d you accept raw materi al s?

DR. TOWKIN. That's fine.

MR. GARRETT: Dane Bernard?

MR. BERNARD: Thank you, Chairnman.

Ri ght under the major heading "Sal nonella

Perf ormance Standards”, | would nove that we begin the
paragraph with the "Sal nonella Performance Standards
were designed to reflect process control and sl aughter
and ground beef operations”, strike --

MR. GARRETT: Dane, Dane. Wit. Slow down.

You're going to have to talk sl ower or |ouder or
somet hi ng.

MR. BERNARD: Sorry about that. | nove to
strike the first part of that sentence, all the way up
to the comm.

DR. BUCHANAN: \Where are you, Dane?

MR. BERNARD: "Sal nonella Performance
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Standards", the major heading. It doesn't read well.
We' d probably need to add a good deal to it, and I'm
not sure that it's worth the effort.
We went through a long discussion that this

is the major source of Salnonella. | think we all

agreed, but there are other potential sources of

Sal nonel | a when one | ooks at the picture and just to be
brief about it, let's just start with the "The

Sal nonel | a".

DR. WACHSMUTH: Point of clarification.

MR. GARRETT: So, what you're saying --

DR. WACHSMUTH.  When Spencer started, he
mentioned that we're reformatting to address questions
that came up yesterday and | ast night, the duality of
the paper and that's why in the beginning, it's the
CGeneral Principles. Then it goes to exactly what the
agency asked and what the agency is inplying.

That's why the headings are there. So, be
careful. | mean, even though it |ooks -- may not | ook
like it belongs in a sentence, it's a bridge. I1t's one
of those bridges that we're trying to build.

MR. BERNARD: |'m sorry, Madam Chair.

The heading |I'mnot tal king about, but you

say the first part of that sentence is necessary
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because of a bridge that needs to be there?

DR. WACHSMUTH: | thought you were suggesting
elimnating the heading.

MR, BERNARD: No, no, ma'am

DR WACHSMUTH:  Ckay.

MR, BERNARD: No, nma'am

DR. WACHSMUTH:  Fi ne.

MR. GARRETT: So, as | understand it, you're
recomrendi ng deleting the first line and the second
l[ine up to the comma after "occurs", is that correct?

MR. BERNARD: That's correct.

MR. GARRETT: And you would then start the

sentence, "The Sal npbnella Perfornmance Standards were

designed to reflect the process control"?

MR. BERNARD: Correct.

MR, GARRETT: Bob?

DR. BUCHANAN: Just a small point. | don't
think they were designed to reflect process control.
They were designed to verify process control.

MR. GARRETT: Could we agree that they were
designed to verify process control? Could we agree
then to Dane's suggestion to delete the first |line and
the second line up to the comma? Wthout exception.

Are there any nore -- Dane?
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MR. BERNARD: Thank you.

In the next paragraph in that sanme section,
M. Chairman, "The subconmittee points out that when"
and it now reads "HACCP systens”, | would like to
substitute for HACCP systens the follow ng, and I'|
read it, and then we can tal k about it.

| nstead of HACCP systens, "conditions
contributing to cross-contam nation or growh are
effectively controlled". There are several things that

may contribute to Sal nonella that may be outside

sonebody' s specific HACCP plan, but basically we're
tal ki ng about opportunities for contam nation and
gr ow h.

MR. GARRETT: Can you read that slowy?
"Conditions contributing”?

MR. BERNARD: "Wen conditions contributing

to cross-contamnation or growh are" --

MR, GARRETT: Wait, wait, wait, wait.

MR. BERNARD: Sorry.

MR. GARRETT: "To cross-contam nation" --

MR. BERNARD: "Or growth" --

MR GARRETT: -- "or growth" --

MR. BERNARD: -- "are effectively controlled

in ground beef operations”, and then we would strike
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"are adequate and verified".

MR. GARRETT: So, it would read, "The
subcomi ttee points out that when", are you keeping the
"when"? | don't think you are.

MR, BERNARD:. Yes.

MR. GARRETT: You are? GCkay. "Conditions
contributing to cross-contam nation or growh are
effectively controlled in ground beef operations”, and
then it's just period?

MR. BERNARD: "In ground beef operations",
then strike "are adequate and verified", and then it
reads, "as proposed.”

MR. GARRETT: Ch, okay. So, after
"controlled", there's a comma, then it says, "the

measure of Sal nonell a". Now, here's the "reflects”

again. Wuld you rather have the word "verifies the

m crobiological" -- well, | don't know [It's beyond
ne.

Bob?

DR. BUCHANAN: | don't want to particularly

object to the wording or the substitution, but I would
poi nt out conceptually that if such -- if growth and
cross-contam nati on were uncontrolled but not part of a

HACCP pl an, that you have an inadequate HACCP pl an or
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the inplenentation of the HACCP plan is inadequate.

To have m ssed those two in a HACCP plan, if
t hose are the major sources of the problem and | do
have a concern that sonebody wasn't inplenmenting HACCP
very wel |

MR, GARRETT: Katie?

DR. SWANSON: This is Swanson.

| think the intent of this section was
supposed to be reflecting on how current performance
standards are working, and the sentence as it reads, |
think, is better suited for that purpose.

If the standard is there to nmeasure or to
verify process control, what this sentence is pointing
out is that it doesn't really work because if HACCP is

in place, the Salnonella that you find is just a

reflection of what cane in on your incom ng ingredients
and stating it as it is currently drafted, | think, is
nore effective in making that point.

DR. BUCHANAN: 1'd also, in that regard, like
to point out that if you go back to this Conmittee's
HACCP docunents, the inclusion of incomng material for
consideration in your hazard analysis and hazard pl an
was an integral part of all of our recommendations, and

| have some concerns about this section in terns of if
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you are not controlling your incomng material, then
you're not follow ng our own gui dance.

MR. GARRETT: Dane, then Bill Sperber. Dane
first.

MR. BERNARD: | will, because I'min such a
darn good nood and still jet lagged, 1'lIl w thdraw ny
i ntervention.

MR, GARRETT: Bill?

DR. SPERBER: Yes. This is Bill Sperber.

| hate to do this to you, but I think it's
got to be done. The first sentence that's been changed

to the "Sal nonella Performance Standards were designed

to verify process control™, | think we need to strike
the word "verify" because it's a heavily-loaded term
from our HACCP procedures, and verification activities
are activities that occur quite regularly, daily,
weekly, nonthly.
Sal nonel | a Performance Standards are enforced

or evaluated very infrequently, |ike maybe once a year.
So, | think at best, we could say the "Sal nonella
Performance Standards were designed to indicate process
control " and even process control is very | oose because
all you're doing is indicating that you' re within a

nati onal baseline that was determ ned in 1995, and some
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products m ght have 10-percent contam nation and others
m ght have 50-percent contam nation and that's all that
you're indicating by collecting the perfornmance
standard dat a.

So, | would nove that we replace the word
"verify" with "indicate".

MR. GARRETT: Any support for that insertion?

Dan Engel j ohn?

DR. ENGELJOHN: This is Engeljohn.

Bill, I don't agree with that. | think
"verify" is the proper term To nmake it nore accurate,
if it's designed for the agency or for FSIS to verify
process control, it gets at it alittle nore clearly,

but we do use "Sal nonell a Performance Standards to

verify process control”

MR. GARRETT: Wuld you accept that
expl anation, Bill?

DR. SPERBER Yes, I'll go along with that.
|"d just like to nake one further point in the second
par agraph, is that when you're tal king about HACCP
systens in a grinding operation, | assune that's what's
meant by a ground beef operation, that there really is
no reduction step or CCP in a grinding operation, and

so without a CCP, you don't have a HACCP system
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So, perhaps we should rethink the use of
HACCP systens in that first sentence of the second
par agr aph there.

MR. GARRETT: Yeah. | think it's a duality-
type issue. The way | read it, if you have your
effective HACCP systens in a ground beef operation, |
guess that's where you're getting your cuts and your
primals and all that kind of stuff. | don't know your
l'ingo.

But then when it goes to a grinding
operation, in other words, if it's adequate, where the
raw material's being prepared, and then it goes as raw
material to the grinding operation, the grinding
operation should theoretically be okay. |Is that what
we' re saying? Provided the subsequent transport and so
forth was appropriate. |Is that what this sentence is
saying? | thought that's what Katie was inferring.

Did | do that about half right?

DR. SWANSON: | think so.

MR. GARRETT: | could be half wong. But,
see, | think that that's what they're saying. They're
going froma ground beef operation to, as | understand
it, to-- and | see where you're comng from because it

says ground beef operation, to grinding. Maybe just
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ought to say in beef operations are adequate and
verifiable.

DR SPERBER: You nean, --

MR. GARRETT: Bruce?

DR. SPERBER. -- if it was com ng froma beef
sl aughter operation --

MR. GARRETT: Yeah. O sonething like that.

DR. SPERBER -- to a grinder.

MR. GARRETT: Bruce?

DR. TOWKIN: This is Bruce Tonpkin.

The current discussion over whether it's
controlled through HACCP prerequisite prograns is a
| ongst andi ng debate that has been underway between the
agency and the industry, and I don't think we're going
to resolve it in this particular docunent,
unfortunately, and so, and ny synpathies are with Bil
in the sense that it's really a matter of where you
pl ace these prerequisite prograns, such as checking
incomng raw materi al s.

It's where you're going to upgrade -- if
you're going to upgrade themto a CCP and hold
i ngredients before they' re used, that, you could kind
of fit that in to the CCP, but otherwi se, | would

generally agree that this is controlled through
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prerequi sites rather than through HACCP

MR. GARRETT: Bob Buchanan, then Dan
Engel j ohn, then Skip.

DR. BUCHANAN: I'Il just reflect again on
past work of the Commttee, that identified for beef
sl aughter and the production of beef products, that
mai nt enance of the cold chain was of such inportance
that we identified it as a CCP unto itself, and so
again, at sone point, it was the recommendation of this
Conm ttee that we consider the cold chain HACCP

MR. GARRETT: That took care of it? What |
sense is a consensus, if you would, to keep this
sentence as witten. |Is that essentially true? Al
right.

Movi ng on, any nore on Page 77

DR BEUCHAT: Spencer?

MR GARRETT: Yes?

DR. BEUCHAT: A mnor point. Nunber 2, about
two-thirds of the way down the page, the word "shows"
shoul d be "show'.

DR, WACHSMUTH: | think we could finish
Question 2, and then we need to open for Public
Comment s.

MR GARRETT: That's fine
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What | was suggesting doi ng was perhaps
taking a break when we finish Question 2. Could we do
that or should we have the Public Comment first? |If
t he Public Comment was indicated for a certain tine,
then | --

DR. WACHSMUTH:  Public Comment is schedul ed
for 4:45.

MR. GARRETT: Ckay. Fine.

DR. WACHSMUTH. | don't think we had anyone
sign up. Let's just ask if we have --

MR. GARRETT: |Is there anyone fromthe public
that's going to speak? Wuld |like to -- oh, there is.

DR. WACHSMUTH: We do have one.

MR. GARRETT: Sure we do. We have people
fromthe public here.

DR. WACHSMUTH. We di d have sonmeone sign up

DR SMTH Can | just -- a procedural issue.
After Public Comment, you'll be continuing for how
| ong?
DR. WACHSMUTH:. It's a good question. | was
just asking the exec sec. It depends on many things,

i ke the mkes, the recorder. Hang on one second.
We're going to find out how | ong we can st ay.

MR, GARRETT: Well, can | continue while
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we' re finding out?
DR WACHSMUTH:  Sur e.
MR. GARRETT: On the top of Page 8 then, we

did add a new bullet, which indicates "The data from

t he Sal nonella Performance Standard Programin the year
2001 should be made public, so as to provide gui dance
to the industry in order that their commerci al
operations may access their process control relative to
the industry."

DR TOWPKI N:  Spencer ?

MR. GARRETT: Bruce?

DR. TOWKIN. That really doesn't fit in that
section anynore, the way it is. You know, this
materi al has been revised, and as nuch as | would like
to see that retained, | don't have a good place to put
it, but it should be pulled out of there. It really
doesn't have to do wth the indicators, the use of
i ndi cators and so on.

MR. GARRETT: Well, should it go under Ri sk
Assessnent? Wuld that be a better place to put it?

DR. BUCHANAN: Spencer, can | recomend t hat
that may belong in Question 3?

MR. GARRETT: Say again?

DR. BUCHANAN: You're tal king about Nunmber 5
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in that list right now?

MR, GARRETT: Yes, under Question 2. 1'd
like to try to get a closure to Question 2.

DR. BUCHANAN: Right. And --

MR. GARRETT: Could we agree that we're going
to keep the statenent and then just find a hone for it?

Is that the --

DR. BUCHANAN: And my suggestion was that
that may be best consi dered under Question 3.

MR GARRETT: 37

DR. BUCHANAN: Yeah.

MR. GARRETT: Because it deals with data?

DR. BUCHANAN:  Yes.

MR. GARRETT: That woul d be your
under st andi ng?

DR. BUCHANAN:  Yep.

MR. GARRETT: So, that then will nove to
Question 3 and then that brings us to conpletion of
Question 2, and do we now have information pertaining
to about how | ong we can be expected to go on?

DR. WACHSMUTH:  You can have anot her hour.

MR. GARRETT: Very well. Well, let nme point
out several -- a couple points here. One is that |

woul d I'i ke to discuss at |east the General Principles
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that we have for Question 3, the text that we have for
Question 3, realizing that the data issues, the data
issues are -- we're going to have to consider |ater
and | have another comment before we close on that and
then go to Question 4.

Now, what we can do, if you would like, it
woul d be this evening, to go to Question 4 first while
we all seemto be into this thing and then take
Question 3 up in the norning, but I do think, even
t hough we're deferring parts of Question 3 dealing with
the data, we should, though, reach agreenent in our
Pl enary Session here on the text just as we are the
ot her three questions.

M ke Jahncke?

DR, JAHNCKE: M ke Jahncke.

| don't want to junp back, but I want -- as
we're going through this, | want to nmake a general
comment on Question 1 and this is just very general.

When | first read through the information on
Question 1, | found it difficult to follow, and I
realized after |ooking at Question 2 why. Question 2
has ni ce subheadings. | think on Question 1
everything sort of runs together, and if the

subcomm ttee can get together and just find sone
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appropri ate subheadings to break that up, | would -- |
think it would nmake it nmuch easier to foll ow because
that's really the -- nakes the rest of the docunent
confusing if that part is tough to follow

MR. GARRETT: | think we certainly could do
that. As | indicated at the beginning, there's still
some formatting i ssues with which we have to deal, and
| was hoping that we could probably go ahead and
approve this since it just deals with formatting or
subheadi ngs and let's do that perhaps even after we

| eave. Staff do it or sonebody will do it.

Bob?

DR. BUCHANAN: | just -- I'mtrying to think
of a practical limt on whether or not we're going to
survive another hour today and still be addressing this

in a manner that we're not going to have to go back and
fix it again tonorrow norning

So, I"'mnot sure. [|I'mgetting to the point
of dimnishing returns personally.

MR. GARRETT: Ckay. Well, | tend to agree
My maj or professor said that the person with the
full est bladder is the nost alert person in the room
and | can tell you folks, I'mpretty alert right now

You see how quick | amoff the dinme on sone of these
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t hi ngs?

But would we |ike to go ahead and have our
Public Coment period now or would you like to wait
five mnutes and then have our Public Comment peri od?
|"d kind of like to wait five mnutes, if we could.

DR. WACHSMUTH: Spencer, |'Ill take the chair
fromyou.

Let's ask Caroline, who signed up, her
preference. Wuld you like to speak or would you like
to wait five mnutes?

DR SMTH If you don't mnd, | would be
very brief.

MR, GARRETT: Fi ne.

DR. WACHSMUTH:  Ckay.

MR. GARRETT: Go ahead. You know, being a
Brubeck fan, | understand take five.

Publ i ¢ Coment

M5. SM TH DEWAAL: So, |'Il be very brief.

This is clearly a work-in-progress, and |
t hi nk you have made sone progress since yesterday, but
| have significant concerns after listening to the
debat e.

| hear very solid strong advocacy and

representati on on behalf of Keystone Industries,
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ConAgra, Farm and, Cargill, but I'mnot hearing an
urgency about getting the performance standards in
pl ace for ground beef to protect the public. 1'm not
heari ng the sane | evel of urgency or advocacy, but
seeing the Conmttee now take out any reference of
fecal contam nation in the neat supply, and I saw a
very effective filibuster of the issue of connecting
the cl ear connecti on between performnce standards and
public health goals, and I know the subcommttee's
going to go back tonight and iron that out.

But I'mnot confident in howit's going to
conme out. So, | have -- and | also see that the
subcommittee and the Comm ttee may now have adopted the
concept of a full-blown risk assessnent, maybe not a
gqualitative risk assessnent, yet the suggestion is that
you take the nodel, this five- or six-year nodel, used
for E.coli 0157:H7 in ground beef and now just use that

nodel to address it in Sal nonell a.

| can guarantee you that's going to be
another two- to three-year process at best. | nean, |
haven't seen one of these that went quickly. So, |
don't think -- you know, naybe there is some urgency,
maybe 1'1|l hear it tonorrow, but this paper continues

to look like it's being dom nated by the food industry
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and that it's going to delay a needed public health
measure for ground beef.

Just one last comment. This |ast sentence
you' ve been tal ki ng about, where, you know, if the
HACCP systens are in place with ground beef operations,
and they are adequate and verified, you shouldn't have
the mcrobial condition of the nmeat com ng out of the
grinder affecting incom ng product.

That's exactly the issue in Suprene Beef, and
the Conmttee's now cone out and said, well, it's al
i ncom ng product. Were's your critical control point?

This Committee couldn't tell us, and | can tell you
t hat consuners want to know what the critical contro

poi nt or neasure is for meat com ng out of that

gri nder.

The Sal nonella Performance Standards told us
nore than what the incom ng product was. It told us
what the conditions were inside the grinder. |If the

nmeat coming out is contam nated, it nmeans the grinder
itself is contamnated. Tell ne where the critica
control point is. Tell me howit's going to be
verified short of testing the meat comi ng out of the
gri nder.

So, you know, | know the Conm ttee decided to
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keep this sentence. | think that sentence is very
dangerous. |I'mnot sure it does what you neant it to
do, and | think it deserves being struck.

Thank you.
DR. WACHSMUTH: Caroline, before you sit
down, could you be specific about the sentence?

DR SM TH: It is under Sal npbnell a

Performance Standards, Page 7. It says, "The
subcomi ttee points out when HACCP systens in ground
beef operations are adequate and verified, the

measurenent of Salnonella reflects the m crobial

condition of the raw products acquired from grindi ng
and not the process control within the grinding
facility."

That was a critical point in the lawsuit. W
are -- we were amcus to the lawsuit, and | reviewed

all the pleadings. That's a very critical point, and

this Commttee's now said, oh, it's all incom ng
product. Well, where are your critical control points,
and how do you ensure -- what's the one on the grinder?

What's the critical control point that ensures that
t hat cross-contam nation isn't happening in the
gri nder?

Bill Sperber doesn't know. | don't know who
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knows in this -- on this Conmttee, and that sentence,
| think, is very problematic. It says this Commttee
says it's all incomng product. Well, where's your

critical control point?

Bob Buchanan has said that this Comm ttee has
previously said that incom ng product is a critical
control point. | believe that, Supreme Beef did not.
They didn't believe that their incomng -- they were
responsi ble for their incomng product, and the neat
they were putting out was highly contam nated. About
50 percent of the first round of samples were
cont am nat ed.

So, | nean, this really -- | think this
sentence deserves to be struck. | think Dan
Engel john's intervention is hel pful because purchasing
specifications are a control elenent, but | think that
this really falls in directly to the Suprene Beef
argunent, and |I'msurprised to see the Conmttee
commenting on it.

Did you have any other questions?

DR. WACHSMUTH: Nope. That was fine. Ch, |
did have one comment. | know the attenpt was nade | ast
night to avoid the recomendation that there has to be

a five-year risk assessnment. The references that were
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added were references to risk managenent which stated a
di fferent kind of evaluation, not a risk assessnent.

So, the inpression -- if you got that
i npression, then the subcommttee did not do what it
t hought it was doing.

DR SMTH. Can | just -- and maybe Under
Secretary Miurano wouldn't want to answer this, but |
think a conservative reading of the sentence on Page 4
that says, in parenthesis, | believe -- oh, no.

"The subcomm ttee notes that appropriately-
substituting preval ence data and dose response

relationship for Salnmonella in the FSIS R sk Assessnent

for E.coli 0157:H7 in ground beef may provide a neans

for developing a risk assessnent nodel for Sal nonella

in ground beef."
A conservative regul ator reading that may
interpret that sentence to say they told us to do a
ri sk assessnent, and this is how we have to do it.
Unl ess you al so have a sentence that says do it soon
and do baseline data while you're waiting for this risk
assessnment, this risk assessnent nodel, | nean, Kaye,
tell me, how many years have you been working on it?
DR. WACHSMUTH: Too | ong.

DR SMTH. A very long tine, and just
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substituting a few little nunbers, | tell you, it's
going to take years. | can't inmagine that we'd see any
risk assessnent in less than two to three years.

DR. WACHSMUTH: | think my point is that the

subcomm ttee agrees with you, and so if you have that

i npression, then we probably -- the subcommittee needs
to work with the text because | don't -- that was not
the intent.

DR SMTH  Ckay. Well, thank you

MR. GARRETT: Madam Chair, before you | eave
et me just point out a factual statenment that appears
in the report on Page 3 in the 1-2-3- -- under Question
1, the second paragraph, the fifth line, if I"'mright -
- fourth line, begins with "consideration of risk".

"The consideration of risk may not
necessitate in all situations an in-depth quantitative
ri sk assessnent which requires extensive resources and
time, particularly if it would unnecessarily del ay
timely protection of public health.”

DR SMTH. And that, | appreciate the intent
of the subcomm ttee and the Conm ttee including that
in. | think that that is a very inportant sentence in
t his docunent.

MR, GARRETT: Well, let ne continue to read
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then, if | could, Caroline.

"The decision to undertake a forma
quantitative risk assessnment versus a qualitative
eval uation of risk requires consideration of multiple
factors, such as the availability of quality of data,
t he degree of consensus", get this, "the degree of
consensus of scientific opinion, time constraints and
the potential consequences for the decisions reached.”

DR. SMTH. And that -- those as genera
principles, | think, are absolutely on target, and |
actually like the beginning of the paragraph w thout
sonme of the recommendati ons nmade by the esteened Dr.
Tonpki n, but where the straight connection between the
performance standard and public health, those are very
i mportant principles.

The problemis that you al so give genera
principles, but you also have specific principles going

to the E.coli -- the Salnpnella Perfornance Standard in

ground beef, and I'm concerned that this sentence on
Page 4 woul d be interpreted as your specific
recommendati on, not the general principle. That would
be ny concern.

MR. GARRETT: Ckay. Thank you

| believe Dr. Buchanan wants to nmake a
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coment .

DR. BUCHANAN: Just to provide a bit of
expl anation to make sure that we're tal king about the
same thing, is that, the sentence in question was
i nserted because FSIS thought it inportant for the
Comm ttee to point out our discussion about the fact
that you could shortcut a full risk assessnent if it
was deened that that was necessary by not rediscovering
t he wheel but basically by using the framework that had
al ready been established for E.coli and in its place
cutting off a year's worth of tine by using that
framewor k but then using the data that we have

avail abl e on Sal nonel | a.

So, while you may have interpreted it and
while it may in fact give that inpression to, when
t aken out of context, the desire of the Comm ttee was
to actually point out a nethod to FSIS on how t hey
could basically knock a year's worth of time off the
clock if they felt that a risk assessment was needed.

MR. GARRETT: GCkay. Wth that understanding
then, could we take a -- well, gee, if we're going to
cone back in the nmorning, we don't have to take a five-
m nut e break.

DR. WACHSMUTH:  No. | think Bob brought up a
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good point about the quality of the discussion. W
went strong this norning. W got through all the
docunents, and | think you' ve made good progress this
aft ernoon.

| believe we may do better to refine the text
that we have right now, the suggestions that we have,
and then tonorrow norning, we'll start with -- we'll
finish off the hot-holding and the bl ade-tenderi zed,
and then we'll have the rest of the norning to do this,
and those should be short discussions.

MR. GARRETT: Fine. Well, what | would

suggest is that our subcomm ttee get together very

quickly. | want to rem nd us that we have to go back
to this other paragraph on Page -- where was it? Page
3.

DR. WACHSMUTH: That's exactly what |'m
suggesti ng.
MR. GARRETT: Yes, and if we could just go

ahead and resol ve that.

3

WACHSMUTH:  Resol ve those --
GARRETT: Yeah

WACHSMUTH:  -- before norning.
GARRETT: Ckay.

T 333

WACHSMUTH:  And review anything in the
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context of --

MR. GARRETT: But | would still be willing to
take a five-mnute break before we all get together
again or you all can go on. Well, I'll tell you what,
why don't you go ahead wi thout nme? You' d probably do
it anyway.

DR. WACHSMUTH: Ckay. So, we will officially
end the proceedi ngs.

MR. GARRETT: But let's stay in this room

DR. WACHSMUTH.  And the m crophones and the
reporter will now go, but we have the room | was told,
even all night, if you want it.

So, the official public nmeeting is now over.

(Wher eupon, at 5:07 p.m, the neeting was
adj ourned, to reconvene tonorrow norni ng, Friday,

January 25th, 2002, at 9:00 a.m)
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