UNI TED STATES OF AMERI CA
DEPARTMENT OF AGRI CULTURE

FOOD SAFETY AND | NSPECTI ON SERVI CE

NATI ONAL ADVI SORY COWM TTEE
on
M CROBI OLOG CAL CRI TERI A FOR FOODS
Omi Shor eham Hot el

2500 Cal vert Street, NW
Washi ngton, D.C.

Wednesday
January 23, 2002

The above captioned neeting convened at 9:00 a. m
Chai r per son

Kaye Wachsmut h
Deputy Adm ni strator, USDA-FSIS, OPHS
Washi ngton, DC

Executi ve Conmm ttee:
Vi ce-Chair:

Jani ce diver

Deputy Director

FDA, CFSAN
Col | ege Park, NMD

Executive Court Reporters
(301) 565-0064



Centers for D sease Control Liaison

Arthur P. Liang, MD, MPH
Director, Food Safety Initiative Activity
CDC, Atlanta, GA

FDA Li ai son:

LeeAnne Jackson, Ph.D

Heal t h Sci ence Policy Advisor
FDA, CFSAN

Col | ege Park, MD

Commer ce Departnent Liaison

E. Spencer Garrett

Laboratory Director

Nat i onal Seafood | nspection Laboratory
Nati onal Marine Fisheries Service
Pascagoul a, Ms

Def ense Departnment Liaison:

LTC Robert Webb

Chi ef, Food Safety & Public Health

Depart ment of Defense, Veterinary Service Activity
Fal s Church, VA

Executi ve Secretariat:

Br enda Hal br ook

USDA, FSI'S, OPHS

Washi ngton, DC

Advi sory Conmittee Specialist:
Karen Thomas

USDA, FSI'S, OPHS
Washi ngton, DC

Executive Court Reporters
(301) 565-0064



Conmittee Menbers present at the 1/23/02 neeting
(*desi gnate was not present):

Dr. David Acheson

Uni versity of Maryl and

Depart ment of Epidem ol ogy & Preventive Medicine
Baltinore, MD

*M . Dane Bernard

Food Safety and Quality Assurance
Keyst one Foods LLC

West Conshohocken, PA

Dr. Larry Beuchat

Uni versity of GCeorgia

Center for Food Safety & Quality Enhancenent
Giffin, GA

Dr. Robert Buchanan

U S. Departnent of Health & Human Services
FDA/ CFSAN

Col | ege Park

Dr. Catherine Donnelly

Uni versity of Vernont

Departnent of Nutrition & Food Sci ence
Burlington, VT

Dr. Stephani e Doores

Pennsyl vania State University
Depart ment of Food Science
Uni versity Park, PA

Dr. Frances Downes
M chi gan Departnent of Comunity Health
Lansing, M

Dr. Dani el Engeljohn

United States Departnent of Agriculture
Food Safety and I nspection Service
Washi ngton, DC

*Dr. Jeff Farrar
California Departnment of Health Services
Sacranment o, CA

Executive Court Reporters
(301) 565-0064



M. Spencer Garrett

(EmlIle Cole, Assistant)

U.S. Departnent of Conmerce
Nat i onal Marine Fisheries Service
Pascagoul a, M

Dr. Tsegaye Habt emari am
Tuskegee University

School of Veterinary Medicine
Tuskegee, AL

Dr. M chael Jahncke
Virginia Polytechnic Institute and State University
Hanpt on, VA

Dr. Mahi pal Kunduru
Dol e Fresh Vegetabl es, Inc.
Sal i nas, CA

Dr. John Kvenberg

U S. Departnment of Health & Human Services
Food & Drug Adm nistration

Washi ngton, D.C.

Dr. Anna Lammerdi ng

Laboratory Centre for Foodborne Zoonoses
Heal t h Canada

Guel ph, Ontario

Canada

Dr. John Luchansky

United States Departnent of Agriculture
Agricul tural Research Service

Wwndnoor, PA

Dr. Carol WMaddox

Uni versity of Illinois
Col | ege of Veterinary Medicine
Urbana, IL

*Dr. Roberta Morales
Research Triangle Institute
Dur ham NC

Dr. Marguerite Neil

Menori al Hospital of Rhode Island
| nfectious Di sease Division

Pawt ucket, R

Executive Court Reporters
(301) 565-0064



*Dr. Alison OBrien
Uni formed Services University of the Health Sciences
Bet hesda, MD

Dr. Angel a Ruple

U.S. Departnent of Conmerce

Nat i onal Seafood | nspection Laboratory
Pascagoul a, MS

Dr. Skip Seward
Anerican Meat Institute
Arlington, VA

Dr. WIIiam Sperber
Cargill, Inc.
Wayzata, MN

Dr. Bal asubramani an Swamni nat han

U S. Departnent of Health & Human Services
Centers for Disease Control & Prevention
Atlanta, GA

Dr. Kat heri ne Swanson
The Pillsbury Conpany
St. Paul, MWN

Dr. David Theno
Jack in the Box, Inc.
San Diego, CA

Dr. Robert Tonpkin
ConAgra Refrigerated Foods
Downers Gove, IL

O hers present:

Dr. El sa Mirano
Under Secretary for Food Safety

Dr. John Hogan
Acting Deputy Under Secretary for Food Safety

Audi ence participants:
Carol i ne Sm t h- DeWaal

Director of Food Safety
Center of Science in the Public Interest

Executive Court Reporters
(301) 565-0064



Carol Tucker Forenan
Consuner Federati on

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

PROCEEDI NGS

9:00 a. m
DR. WACHSMUTH: Good norning. Everyone can
hear? | amvery pleased to see everybody this norning,
and 1'd like to take a few mnutes just to revi ew what
we'll be doing during the course of this week. W'l
be covering quite a bit of territory, and |I thought 1'd
give you a little bit of a roadmap. You have the

agenda, and our primary topic will be the Salnonella

performance standards. That subcommttee is chaired by
Spencer Garrett who will be making nost of the
presentation. The standards are an inportant and a
hotly debated issue these days.

As you recall fromour neeting in My,
Congress mandated that this Commttee consider
Sal nonel | a performance standards, and Spencer's
subconmi ttee began to do that |ast sumer, and has net
through the fall. Now, they're working hard to bring
their conclusions to view before the full Comm ttee,
and they' Il resunme their deliberations this afternoon,
once you' ve had a chance for some input.

Since the issue is so critical to the way the
Agency protects the food supply, both the Under
Secretary and | urge each of you to participate in the
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di scussion to the fullest extent. The nore robust and
t hor ough our discussions, the better the products wll
be, so don’t be shy. W have what we think is a very
bal anced Commttee in terns of perspectives that you
bring to the table, so we'd like to hear from you.

O course, the perfornmance standards aren't
the only thing you'll be dealing with. W'd also |ike
to address bl ade tenderization and E. coli O157:H7 ?

t hat subconmittee is chaired by John Kvenberg, and John
will give us a report on his commttee' s concl usions
t onor r ow nor ni ng.

Fol |l owi ng that presentation and di scussi on,

t hen Dan Engel j ohn, who chaired the subconmttee on hot
hol ding tenperatures will report on that
subcomm ttee's charge and recomendations to the FDA

And the last, but not the | east, subconmttee
report will conme from M ke Jahncke on CODEX, and this
is a discussion paper on proposed draft guidelines for
the validation of food hygi ene control neasures.

And in addition, Bob Buchanan wll| act as a
chair of a subconmttee investigating criteria for
refrigerated shelf life, based on safety. And he'l
introduce this issue to the Coormittee and | ay out the
charge. This is an issue that's shared by both FSI'S
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and USDA, and we're | ooking forward to the outcone of
t hat subcommttee's work and di scussi ons.

So that's an overview of what we'll be doing
for the remai nder of the week, but now, before we get
to work, I'd like to introduce our first speaker, Dr.

El sa Murano, Under Secretary for Food Safety. Dr.
Mirano was sworn in as Under Secretary on Cctober 2,
2001. She has an extensive background in the field of
food safety, as both a manager and as an educator.

Most recently, before comng to USDA, Dr.
Mirano spent six years with Texas A&M University at
Col | ege Station, where she served as the Director of
the University's Center for Food Safety within the
Institute of Food Science and Engineering. During this
time, she also served on the University's Departnent of
Ani mal Sci ence Research Advisory Commttee, and the
Food Safety Response Team of the Texas Agriculture
Extension Service. She also served as the chair of the
Food Safety State Initiative Comrittee of the Texas
Agricul ture Experinment station.

I n 2000, she was appointed Professor in the
Department of Animal Science. Dr. Mirano has served on
t he National Advisory Conmttee on Meat and Poultry
| nspection prior to being appointed as Under Secretary.
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So she's well aware of our two advisory conmittees and

the way they interact to nerge the science with the

policy.

And there are many ot her acconplishnents and
honors in Dr. Miurano's portfolio, but I'll stop now and
at this tinme, I'll give you Dr. Mirano.

DR. MJURANG  Thank you, Dr. Wachsnuth. |
have to tell you, | like this podium Usually | have a

probl em wi th podi uns, so this one's okay.

DR, WACHSMUTH: Me too.

DR. MJURANG  Good norni ng everybody and
wel come to Washington. [1'd like to certainly wel cone
you on behal f of Secretary Veneman, and on behal f of
the Departnent of Agriculture in general, and on behalf
of FSIS. W're very, very glad you could join us for
this very inportant neeting. | haven't had the
opportunity to work directly with this Conmmttee
before, as | have with others, but | know nany of you
individually. | respect you as coll eagues and fell ow
scientists, and I am confident that your opinions
reflect the objectivity that is so critical to the
scientific process.

As nost of you know, | have spent nost of ny
career as a researcher in food safety, and these
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experiences have shown ne the inportance of sound
scientific studies and how t hey shoul d influence
policy. In fact, you may say that this is the reason
decided to join USDA and accept President Bush's
nom nation to serve as Under Secretary for Food Safety.
So expert advice fromthis Conmttee, as well
as fromthe National Advisory Conmmttee for Meat and
Poultry Inspection, is crucial, in nmy opinion, in
enabling policy nakers like nme to establish science-
based policies. |In past years you' ve provided input on
i ssues such as mcrobiological testing of fresh produce
by the Agricultural Marketing Service, the Listeria

nonocyt ogenes ri sk assessnent by FSIS and FDA, and on

Vi bri o parahaenol yticus by FDA

But today we turn to you again and ask you
for your input on other inportant food safety issues.
Before you get to work, | do want to talk a few m nutes
specifically about perfornmance standards, one of the
i ssues you have been asked to address. | believe it
has energed as one of the nost inportant topics of the
| ast few years.

Well, science tells us that performance
standards are needed. They serve as a neasure of the
success of food safety prograns. And for FSIS,
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performance standards are an inportant verification
tool within the HACCP environnent. However, it is not
enough to set just any performance standard, we should
recogni ze that the wong standard can mslead us into
believing that systens that are designed to control
hazards are worki ng, when maybe they are not. So we
nmust set performance standards that are reliable and
that are accurate, in ternms of reflecting when control
of hazards has been | ost.

As you may know, the recent court decision on
supremnme beef has sparked a public debate on perfornmance
standards. While the court decision addressed only the
enforcenment of those standards in grinding operations,

t he debate has wi dened to the role of performance
standards and food safety regulatory prograns in
general .

So the work of this Committee has taken an
even greater inportance in answering some of the tough
guestions that have energed. Your charge was to answer
four specific questions, as well as to address sone
addi ti onal issues regarding the useful ness of
performance standards in predicting food safety.

Well, | know you have been working very
diligently on this effort. 1'd like to thank you in
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advance for all the hard work and all the tine that al
of you have invested in this effort. As Kaye and |
indicated to you in our letter to the Conmttee, which
| hope sonme of you got. | realize there's been a
problemwith the mail in the |ast few nonths, since
Septenber 11'", but the documents that you are going to
produce on performance standards will be extrenely

hel pful to the National Academ es of Science, who are
undertaki ng a broader study of this issue at the
request of Congress.

So any decisions we ultimtely make regardi ng
performance standards will have a far reaching effect
on how we protect our nation”s food supply. Your
expert opinion, as well as that of the National
Academ es of Science, will be instrunmental in hel ping
us make those deci sions.

So, in short, | look forward to hearing your
i nput on the performance standard issue, but |>d al so
like to thank the Conmittee for the work you've put in
on the other issues on the agenda. These are al so
important to our mission, and | look forward to hearing
your report on these as well. So thank you all for
your deep comm tnent, and for the contribution that
each of you nmakes towards enhancing food safety.
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Now, before | turn the m crophone over,
have a nore pl easurabl e task, perhaps, and that is of
presenting a gift to Dr. Kaye Wachsmuth who you may
have heard, is retiring very soon, and this is in
recogni tion of her |eadership and acconplishnments as
chair of this advisory conmttee. 1've had the
pl easure of working with Kaye for just a few nonths,
since comng to Washington, but during that tine |I've
had the opportunity, certainly, to see just how
val uabl e she has been to the scientific efforts behind
FSIS. | think FSIS has been very fortunate to have
Kaye Wachsmuth | eading the charge at the Ofice of
Public Health and Science, and it's ny pleasure to
share this day with her.

| think this is her 2 well, | knowit is her
| ast chairing of this Commttee, so | was just asking

her how many Commi ttee neetings has she chaired, and

she couldn't renmenber. It's been such a wonderfu
thing that she’s lost track, | believe, so naybe you
can help her out. | know she's getting older, that's

why she's retiring, so you may actually prod her
nmenory.

But wi thout further ado, I'd like to
certainly let you know that during these six years that
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she's been at FSIS, she's led this Cormittee, in ny

opi nion, and fromthe coments of others, with great
professionalism integrity and dedication. So Kaye, if
you' d like to come up here, we'd like to offer you a
gift.

| f you can help nme to congratul ate Kaye by ?

(Appl ause)

DR MJURANO. So on behalf of all of us, we're
going to give you this beautiful tote so that you can
tote all your nmenories in there.

DR. WACHSMUTH.  Thank you so much. This is
lovely. It's elegant. But no books. Thank you so
much. And ny nenory is failing ne.

(Appl ause)

DR. WACHSMUTH: Ckay, now we can go on. |I'm
not going to take up your tinme with lots of words, but
| do appreciate it, thank you.

And now I'mgoing to turn the chair over to
the co-chair, Janice Aiver from FDA

DR. OLI VER Thank you very nuch. Good
norni ng everybody. It's really a pleasure to be here
wi th you once again, and I too would |ike to wel cone
Under Secretary Dr. Murano, all our Conmttee nenbers
and ot her guests for the first plenary session of 2002
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of NACMCF. |'ve been | ooking forward to this neeting
with, I would say, m xed feelings and m xed sentinents
for quite sonme tine. On the one hand, | was | ooking

toward renewi ng our acquai ntances as a Conm ttee,
listening to the recomendati ons fromthe subconmttees
t hat have been neeting, as Kaye said, since we were

| ast together, and beginning a ot of new initiatives.

And nore inportantly, | wanted to thank you
for all the tinme that you all have taken and are taking
to support our agencies. |'ve always been grateful for
your willingness to assist us, but when | think of the
events of |ast Septenber, |I'meven nore grateful and
nore thankful, and it's really remarkable. It's really
taking a lot nore tinme for all of you, especially with
the traveling that you' re doing and so | wanted to say
that we really appreciate it.

And as you know, your reconmendations are
bei ng used by several federal agencies, and |I'mcertain
that no one would believe that at tines sonme of us
di sagree between the agencies. But you know, there's
one thing we always agree on and that is the need for
your assistance, your advice and your gui dance.

But as | said a few mnutes ago, | really
have approached this neeting with m xed feelings. The
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difficulty I have with this particular nmeeting is that
it'"ll be the last tine that 1'lIl be sharing the chair
of the Conmttee wth Dr. Wachsnuth, and as we all
know, and Dr. Miurano has said, Kaye's going to be
retiring in a couple of weeks, and like all of you,
will mss her greatly.

|"ve worked with Kaye for a long tinme now in
different capacities. Kaye cane to FDA fromthe Center
for Disease Control, and introduced us all into a nuch
better working relationship with CDC, and a nuch better
under standing at the Center for Food Safety, of
epidem ology and its needs and its role in public
heal t h.

She al so was al ways graci ous. She was al ways
gracious to everyone, always gracious in chairing a
meeting, and this neeting, and had what | saw was a
great respect for people and was well respected by
everybody in the Center whom she managed and everyone
m ssed her, and still do, and still renenbers her.

She's al so given ne, and given the Center,
and given all of you of her great know edge in public
health, in epidem ology, and in m crobiology, and we've
all benefited fromit. Kaye and | have had a | ot of
talks. W both had little dogs, not great big dogs,
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and we both al ways have been conparing notes and it
seens our dogs were always going to the vets for nany
simlar things, so we always conpared notes on our
dogs.

But Kaye has al ways taken, for ne, all the
time that | needed and really gave nme a lot of time and
advi ce, personally, and was there for nme then and
al ways with FDA too, and |'ve appreciated that on a
personal note.

But with her retirenent, and with that in
mnd, | would like to take the opportunity to present
to Kaye the Center Director's Special Ctation fromthe
Center for Food Safety and Applied Nutrition. Joe
Levitt would have liked to have been here hinself, but
he is unable to be here, and I'Il read the citation.

It says,

“In gratitude for her service as the Chair of
the National Advisory Comrittee on M crobiol ogical
Criteria for Foods, particularly her stewardship in
obtaining the Conmttee”s recomendati on on the safety
of fresh juice, sprouts and produce, all of which have
enhanced FDA' s public health protection program?”

(Appl ause)
DR. WACHSMUTH: | did not expect any of this.
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Thank you so much. | can't tell you how nuch |'ve
enjoyed ny tinme at FDA, and at USDA, and | think we've
all made great strides in the past six years. |'mglad
to have been a part of it. Thank you both.

(Appl ause)

DR. OLIVER Kaye did not know this. She
wanted to ? we usually see each other”s remarks before,
and | sent the remarks, but | said please elimnate the
| ast half of my talk, so they did. But even though
Kaye will be vacating us as chair, | hope that she'l
allowus to call on her in the future for her expertise
and I know she'll share it willingly. But, as Dr.
Wachsmut h said earlier, we have a great deal to do and
acconplish in a relatively short period of tine, so
"1l turn the program back to Kaye. Thank you. But
how about giving Kaye one nore round of appl ause?

(Appl ause)

DR. WACHSMUTH. Now | turn into an ogre. |
have a few nore things. Wiat 1'd like to do first is to
go around the room and have each of you introduce
yoursel f, your affiliation, and any other information
that you think would be of interest to the Conmttee so
t hat they understand, maybe, why each of you is here,
what you bring to the table. And | will start with
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Peggy and go around.

DR. NEILL: Dr. Peggy Neill fromthe Brown
Uni versity Medical School, Public Health and Infectious
Di sease Specialist.

DR. SWAM NATHAN: Bal a Swami nat han from
Centers for Disease Control and Prevention, Foodborne
and D arrheal Di seases Branch.

DR. KUNDURU: Mahi pal Kunduru, with Dol e Fresh
Veget abl es, m crobi ol ogi st by training.

DR. LUCHANSKY: Good norning, |'m John
Luchansky wi th USDA- ARS up in Phil adel phia, the
M crobi al Food Safety Research Unit.

DR. HABTEMARI AM Good norning. Tsegaye
Habt emari am from Tuskegee University, epidem ol ogy
ri sk anal ysis.

DR. SEWARD: Skip Seward, formerly with
MacDonal d's, now with the American Meat Institute.

DR. RUPLE: Angela Ruple, |ead m crobiol ogi st
for the National Mrine Fisheries Service, Pascagoul a,
M ssi ssi ppi .

DR. ENGELJOHN: Dan Engel j ohn, Food Safety and
| nspection Service, and I'm Director of Regul ations on
the policy side of the Agency.

DR. ACHESON:. Dave Acheson fromthe University
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of Maryl and, and ny background is clinical infectious
di seases, m crobial pathogenesis and epi dem ol ogy of
f ood borne diseases.

DR. DOWNES: Frances Pouch Downes. [|'mthe
Director of the State Public Health Laboratory in
M chi gan.

MR. GARRETT: |'m Spencer Garrett with the
National Marine Fisheries Service. | direct the
Nat i onal Seafood | nspection Laboratory, which is a
| arge food safety testing | aboratory. | also serve as
our Agency's principal public health spokesperson, and
" mthe chairperson of the subcommttee for
m crobi ol ogi cal performance standards.

M5. COLE: I"'mEmlle Cole, National Marine
Fi sheri es Service.

DR. SPERBER: |I'm WI | Sperber, Chief
M crobi ol ogist for Cargill.

DR. KVENBERG |'m John Kvenberg. |'mthe
Deputy Director of the Ofice of Food Prograns within
the Center for Food Safety Applied Nutrition, Food and
Drug Adm ni stration.

DR THENO |'m David Theno with Jack in the
Box Restaurants. [I'ma grill cook that noonlights as
the food safety guy.
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DR. BEUCHAT: Larry Beuchat, Center for Food
Safety, University of Georgia.

DR. TOWKI N: Bruce Tonpkin, Vice President of
Product Safety for ConAgra Refrigerated Prepared Foods.

DR. DOORES: |'m Stephani e Doores, food
m crobi ol ogi st in the Departnent of Food Science at
Penn State University.

DR SWANSON: Katie Swanson, Director of
M crobi ol ogy and Food Safety for General MII|s Conpany.

DR. HOGAN. | am John Hogan. | amthe soon-
t 0o- be-departing and acting Deputy Under Secretary for
Food Safety, former Chief Counsel for the House
Agriculture Commttee.

DR. MADDOX: Carol Maddox fromthe University
of Illinois, College of Veterinary Medicine. | direct
the dinical and D agnostic M crobiol ogy Section.

DR JAHNCKE: M chael Jahncke. |'mthe
Director of the Virginia Tech Seaf ood Center.

DR. BUCHANAN: Bob Buchanan, FDA, Center for
Food Safety and Applied Nutrition, where |I'mthe Senior
Sci ence Advisor and Director of the Ofice of Science.

DR. LAMVERDI NG Anna Lamerding. |'m head of
M crobi al Food Safety Ri sk Assessnent, Popul ation
Public Health Branch of Heal th Canada.
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DR. VEBB: |'m Bob Wbb. |'mrepresenting the
Depart ment of Defense, Veterinary Service Activity.

DR LIANG Art Liang, Centers for D sease
Control and Prevention, food safety office and forner
Hawai i state epi dem ol ogi st.

DR. JACKASON: LeeAnne Jackson, Health Science
Policy Advisor for FDA, CFSAN, and | also serve as the
liaison to the Executive Commttee for NACMCF

DR. OLIVER Janice Qiver, Deputy Director
FDA, Center for Food Safety and Applied Nutrition.

DR. WACHSMUTH:. Ckay, |'mgoing to skip over
t he next two people and have one nore slidng
announcenent, but a very inportant one. W now have a
per mmanent exec sec. Qur Executive Secretariat, Brenda
Hal br ook was sel ected recently, and | think she's
al ready doing an outstanding job. W've had many
conpliments fromthe roomet cetera, so | think Brenda
can take a bow. And she also has a few housekeepi ng
not es.

M5. HALBROOK: Good nmorning. | just want to
make sure that you're all aware of the documents we
pl aced at your seats this norning. You all should have
the two ... docunents on this, the background
informati on and charge to FDA, and the other is the
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subconmittee report, and we al so put out the docunent
that the subcomm ttee for perfornmance standards worked
on last night, as well as the slides that Spencer
Garrett will be speaking fromthis norning.

W al so put in your packets that were nmail ed
to you, your calendars ? it's very inportant that we
get those back. 1'd like to collect themfromyou sone
ti me between now and Friday. You can give themto nme
or to Karen Thomas so that we can plan future neetings
and subcomm ttee neetings with you.

We al so put at your seats a little packet of
restaurants. It's a very small list. There are many,
many nore restaurants in the vicinity than what you see
there, but those restaurants can accommodate a | arger
group if some of you would like to get together in the
eveni ng for dinner.

And finally, there have been sone changes in
the travel procedures within the Agency, and |I'm goi ng
to turn the m ke over to Karen Thomas, our Advisory
Comm ttee Specialist, who thankfully is back now from
maternity |l eave, and she will explain to you sone of
t he new procedures we have to foll ow

M5. THOVAS: Good norning. First of all, |
can only accept original travel vouchers now. | can no
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| onger accept a faxed copy. | still accept a faxed
copy of your expense sheet and recei pts ahead of tine
to speed up the process with reinbursenent, but | wll
be mailing you an original voucher to sign. It'll be
Federal Expressed to you, and also to speed up, if you
can, Federal Express it back to ne.

Rei mbur senents won't take long for ne to
i nput, once you send nme your information. It should
only take 1 day to input and since it's going to be
processed directly to NFC, it should only take seven to
10 busi ness days, and you will receive a check in the
mail. The check is going to be inthe mail. |'msorry
for all the delays since |I've been gone. |'mworking
very hard to get everybody rei nbursed. Sonme of your
checks shoul d be there when you get hone.

DR. WACHSMUTH: Ckay, thank you. And the |ast
thing before | turn this over to Spencer, is | would
foll ow the usual procedure. |f anyone has a comment,
who would like to make a coment, please raise your
tent card and whoever is chairing at that nonment wl|
recogni ze the card. That way we can keep the
di scussion a little orderly, nake sure everyone who has
sonething to say has an opportunity to say it, and it
al so hel ps our audio technical group recognize the
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m crophone that's being used and they'll raise the
vol une, so you can be heard. And then if you'll address
your coments to the Chair, that way we'll prevent any

fights anong the nenbers. And | think on that note,
"1l turn this over to Spencer and let himlead us

t hrough the subcommttee's report, and | think you have
some comments as well. Spencer.

MR. GARRETT: Thank you very kindly, Kaye.
Can everyone hear ne okay? Good. Wuat ny job is this
norning, and | certainly wel conme everybody here to
Washi ngton, even though I'm |l ocated in Pascagoul a,

M ssissippi. But ny job as subcommttee chairman is to
report on where we are in our deliberations relative to
the M crobiol ogical Performance Standards. And in that
[ight, you should have two reference docunents before
you.

As you know, in your booklet there was a mai
out of the draft report ? that's not the docunment from
which I'mgoing to be speaking. The reason being is
that the subcommttee net all day yesterday and partly
into the night to revise that docunent, and so you
shoul d have a redline strikeout docunent entitled
"Chairman's interimprogress report, NACMCF
M crobi ol ogi cal Performance Standards."” That's the
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first docunent, with a Decenber ? excuse ne ? January
23 date.

Secondly, you should have a hard copy of sone
slides that have yet to be nade, and |1'l|l be speaking
fromthis hard copy. And realizing that we have a | ot
of material to go through, and notw t hstandi ng Kaye's
animation, what | would really like to do if I could,
and with your indulgence, if you would I et ne go
t hrough these hard copy slides and you wi thhold the
guestions until I will get through them but just

pl ease wite down any questions you have on the hard

copy slide, then we'll go back through them and answer
? we'll have plenty of tine to answer any questi ons.
It will then be our intent to take any

comments if you' d wite them down, again, on the hard
copy slides, and provide themat the conclusion of this
norni ng's proceedings. Then the Commttee will neet
this afternoon and readdress those questions with a few
towards bringing, again, a revised docunent forward
Friday norning ? or excuse ne, tonorrow afternoon.

Now you can see why Emlle sits on ny left.

The point that I'd |ike to make, or at | east
try to make if | could, is that there is a vol um nous
anount of material. W'II|l certainly take all comrents
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and we will have a process to work through those
coment s.

So, with that understandi ng, however, if
there's just sonething that you have to say and you
can't ? just don't agree with, or you want to throw a
shoe ? please don't throw the water pitcher at ne ?
then pl ease just raise your card and flag, and Kaye
will recognize you and so forth. Let's see how that
works. 1'mgoing to be speaking fromthese ? this
docunent that has our ... logo onit. |It's the only
publicity we give these things.

So starting on page two, as Elsa indicated
this morning -- and | will be probably going through
this rapidly in sonme portions that are intuitive ? USDA
i s seeking guidance on the scientific ? what the
scientific decision points mght be in revising the

Sal nonel | a performance standards, to nmake them nore

reflective of current Sal nonella preval ence in al
ground product cl asses.

Al so, however, they're reviewing ? they're
seeki ng revi ew and gui dance on how the current
performance standards are working, whether they're
hel ping to insure safety of the nation's neat and
poultry supply, and whether there's a nore effective
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alternative to the current performance standards, and
if that should be the case, what are those
alternatives. And you would find that on page one of
your redline strikeout report.

In addition to that, though, FDA also ?
excuse me ? USDA has al so provided four specific
guestions to us to address as a Conmttee. The first
is, elaborating scientific sufficiency in use of
i ndi cator organisns in |lieu of specific pathogens for
per formance standard neasurenent. Appropriate
scientific measurement nethods for incorporating
regi onal and seasonal variations and other factors.
Speci al consi derations when devel opi ng baseline data
and using that data to support performance standards.
And what are the key scientific considerations for
applying risk assessnents in devel opi ng perfornance
standards. And again, all of that is found on page one
of your interimreport.

The subcomm ttee, as indicated, has been
nmeeting both face to face and intermttently through
phone conversations, and has reviewed a great deal of
data which I will give -- information and publications
and presentations ? which I'Il get into in a nonent.
But | think | should point out and indicate right at

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

30

the very beginning that we have cone to a concl usion,
and that subconmittee conclusion is that we agree that
performance standards are a val uable and useful tool
for defining an expected | evel of control at one or
nore steps in the process.

Now, in terns of the way we approached our
review of the questions that were presented to us, as |
i ndi cated, we revi ewed nunerous reports. W received
presentations from subject nmatter experts, if you
would, in different areas, and all of those activities
in ternms of the scientific reports, the policy reports,
the expert elicitations that we've received, you can
find in Appendix 1 to again, this interimstrikeout
report before you. It's really not ny intention to go
in there. The reference materials are for your
per usal .

As we began to engage in the deliberations,
it became apparent to us ? and |I'mon page six of the
slides 2 what 1'Il call the slides ? it becane apparent
to us that the questions weren't really in the right
order to begin to address the deliberations, or at
least to facilitate the addressing of those
del i berations, and they needed noderate tweaking.

So, with concurrence of the Agency
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representatives on the Conmttee, and others, the
subcomm ttee kind of tweaked them and reordered t hem
So now, as opposed to what was originally sent us, the
first question is, Wat are the key scientific

consi derations and applications in the use of risk
assessnment in the devel opnent of performance standards?
And you' Il find that 2?2 you'll find what |I'm addressing
on page four of your redline strikeout report.

Secondly, what's the scientifically
appropriate nethods for considering variations that may
be due to regional, seasonal, and other factors when
devel opi ng performnce standards?

Three, what constitutes scientifically
appropriate nethods for considering variations that may
be due to regionality, seasonality, or other factors
when devel opi ng perfornmance standards?

And four, what are special considerations in
devel opnent and use of baseline data for perfornmance
st andar ds?

In terns of where we are, we have prepared
draft answers, in terns of general principles and
guidelines ? and I'mon page seven of ny slides. To
prepare these draft answers for full Conmttee
consideration to questions one, two, and four. W' ve
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only given a partial response, however, to question
three, because it's inconplete because we've been going
through a ? a detailed data analysis and that is an
ongoi ng activity of the subcommttee, and the regional
and seasonal and other factor variations that we're

| ooking at are literally thousands and thousands and

t housands of data points that are being summarized for
us by FSIS and our expert, Dr. Al Rainosek. So this
brings ne 2 so we're not quite conplete with that

guesti on.

This brings ne to page eight of ny slide
presentation, and it brings nme to page five, | believe,
of our interimreport.

In terns of question one, and specifically,
guestion one again asked, what are the key scientific
considerations that need to be attended to in
devel opi ng ri sk assessnment for application in the
devel opnment of performance standards? What are the key
scientific considerations that need to be attended to
when ri sk assessnments in the devel opnent of performance
? when using risk assessnments in the devel opnent of
per f or mance standards?

And we have, and in ny slides |I'mnerely
trying to encapsul ate the principal recommendations
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that the subconmmittee is making. There is certainly
nore foundation text, if you would, in the report. But
in answering question one, there are several
consi derations that need to addressed, or at |east
resolved. That is, the provision of sufficient
information to conplete an exposure assessnent and
hazard characterization to conduct a risk assessnent is
necessary. So there are certain information and data
needs, obviously.

Ri sk assessnment shoul d be conducted in
accordance with the CODEX principles and guidelines,
for the conduct of m crobiological risk assessnent.

Thirdly, actual nunbers of Salnonella present in a

ground product need to be determ ned, or at |east
estimated, and the subcommittee has provided for an
estimation protocol, including sanple size requirenents
on page five of the redline strikeout docunent.

Further, on page nine of ny slides, when you
deal with question one, it's also necessary to identify
i nformati on needed to conplete a exposure assessnent,
whi ch includes nmany factors that -?and these factors

i nfluence both the frequency and | evels of Sal nonella

contam nati on between the tinme period of ground beef

manuf acture on the one hand, and consunption on the
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other. Factors considered nay be ? they're listed on
slide nine: frequency of consunption, serving sizes,
met hods and degree of cooking, different kinetic nodels
internms of inactivation and growh, tenperature
storage, and so forth.

Further, on page ten of ny slides, risk
assessnment for different conmmodity ground products
should be initiated individually because if that were
to be done it sinplifies the risk assessnment nodels and
sone of the needed data probably already exists in
vari ous USDA col |l ection prograns.

It was pointed out to the subcommttee, or
t he subcomittee gl eaned, that frankly, USDA as an
agency, collects a great volune of data, and the data
is collected through different progranms while they're
conpl ementary and not necessarily duplicative,
neverthel ess, there needs to be some way of nerging
t hese dat abases for better use, if you would, of the
information that would be contained in those databases
? anong, between the various data coll ection nodels.

Exposure assessnents must be done in a
transparent manner, so obviously people can follow the
assessnent process and not only exposure assessnent,
but risk assessnent, so risk analysis for that matter
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nmust be done in a transparent manner. And for those
that -- that are so inclined, | would urge you to | ook
at the definition of transparency in the CODEX gener al
princi pl es and gui delines for mcrobiological risk
assessnment. That definition is being currently ?
attenpted to be currently used around the world, and it
IS quite specific as to its requirenents.

Ri sk assessnent shoul d be designed to all ow
ef fective use of techniques, such as the conduct of
sensitivity analysis on a relative uncertainty. Al of
this information or foundation wording is found on page
six of the interimreport.

Ri sk assessnment should be witten in a manner
that allows risk managers and stake holders to
understand key factors that contribute to risk, that
i nfl uence decisions in accepting one perfornance
standard over anot her.

Ri sk assessnents often require that
assunptions be made regardi ng uncertainties associ ated
with factors that influence conformance with
m crobi ol ogi cal perfornmance standards and the
rel ati onship between the standard itself and the public
heal th estimate contained within the assessnment. Such
exanpl es are | evel of pathogen present, pathogenicity,
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t he m croorgani sm anount of food consunption
assunptions, ... and chem cal characteristics of the
food, and the extent to which the food was processed.

Under st andi ng the distribution of aggregate
uncertainty of probability throughout the risk
assessnent is a desired feature, however, it is not
al ways feasible. W do recommend, however, that single
val ue worst case estimtes should be avoi ded,
particularly when nore than one factor contributes to
the overall performance. So the point sinply is, when
you don't know everything, you necessarily do not have
to default to the worst case scenari o assunptions.

On page 12 there are certain data needs.
Question one dealing with risk assessnent, and they

fall within the areas of quantitative Sal nonella data

in nmeat and poultry, the need for USDA to establish an
epi dem ol ogi cal data collection systemthat rel ates
Sal nonella ? or salnonellosis, rather, to different
commodity groups; defining relationships between hazard
and reduction health and risk; industry data indicating

what worked to reduce Sal nonella, and then making that

data and that information avail able across the entire
spectrum of the industry so that other people can take
advant age of those intervention strategies; a specific
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USDA managenent activity to nerge databases for
performance standard devel opnent ?- and that goes back
to the earlier issue that | tal ked about, collecting
just volunes of data progranmatically for specific type
programs that could be enhanced by programmatic sharing

of that data. Proof of reduction of Sal nonella

resi stance as well as sone reduction of sonme other
pat hogens; and codifying all data for public rel ease
for program i nprovenent purposes.

In terns of question two, on page 13 of ny
slides, question two deals with what constitutes the
scientific sufficiency to support the use of indicator
organisns in lieu of a specific pathogen? And so in
addressi ng question two, we canme very quickly to two
conclusions. One is we need sone definitions,
primarily for our benefit, that is what is an indicator
organi sn? How is that defined?

So an indicator organismindicates a state or
a condition. An index organism on the other hand, is
one where the |evels or frequency of one m croorgani sm
reflect the |l evel or frequency of another organi sm of
concern. In other words, there's actually a
mat hematical relationship, if you would, between the
t wo.
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Al so in addressing question two, it becane
apparent very quickly that question two, as we began to
deliberate this question, that actually enconpasses
three different -? not differing, but different -?
conceptual elenents which need to be consi dered
separately in order to adequately review all aspects of
the scientific sufficiency.

So, we go on to question two, A B and C A
relates to the use of an indicator organismin lieu of
a specific pathogen, and you'll find our foundation
docunents on page eight in the report, foundation
wordi ng, and I'mon page 15 of the slides. Use of an
i ndicator organismin lieu of nore specifics -- nore
speci fic pathogen, that is being done and the
subcomi ttee understands the rationale stated, both for
t he pat hogen reduction as a final rule, and the
Phi | adel phia report, which is commonly called the
Phi | adel phia report. It doesn't ... by the way.

E. coli -? got to lighten this up alittle bit -2 E_
coli can be used as a direct neasure of control of
fecal contam nation of slaughter, however, it nust be
understood that E. coli in ground beef may not be a
direct measure for the concentration of fecal

contam nation of carcasses imedi ately after storage,
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due to storage conditions throughout the distribution
chai n.

On page 16, there are certain attributes that
support the use of the -? the natural occurrence
support the use of indicator organisns in lieu of the
speci fic pathogen ?- relevant species, carcasses,
primals and trinmm ngs, and ground products derived
therefrom The nunber five, and we're | ocated on page
16 -? or slide 16 of the -2 of ny slides and page ei ght
of our report. These five deal with simlar survival
and growt h characteristics, shared conmon sources for
both in the animal gastro-intestinal tracts, direct
rel ati onship between stated conditions that contribute
to the presence of enteric pathogens and indicator
organi snms, high frequency of detection when
contam nation of fecal origin exists, and finally,
practical isolation, detection and/or enumneration
efforts.

Anot her aspect of question two relates to
usi ng an indicator organismor class of data for
nmeasuri ng agai nst the performance standard. On page 17
those are |isted, and they appear on page nine of our
interimreport. And those relate to current
m cr obi ol ogi cal performance standards for all neat and
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poultry are based on the presence or absence of
Salnonella to neasure, if you would, a |level of
processed control. The standards are based on an
estimated Sal nonella prevalence for a conmmodity. E.

coli and Salnonella are i ntended to neasure control of

the stated condition that would | ead to the presence of
enteric pathogens, and it is thought that we need to
anal yze the data to determine if there's a relationship
bet ween the frequency level of E. coli and APC, or

ot her conbi nations of indicators for alternative
approaches. And there's nuch nore wording in

devel opi ng these things on page nine of our report.

Al so, we've drawn out the regression analysis
as one of several tools that can be used to determ ne
processed controls for rel ationshi ps.

The final part of question two concerns use
of one pat hogen as one neasurenent of performance for
anot her pathogen. Attributes of the pathogen
contributing to the science of efficiency of using one
pat hogen to indicate the presence of another, include:
simlar survival and growh characteristics, shared
common source for both pathogens, qualitative or
guantitative relationshi ps of one pathogen related to
t he ot her pathogens ?- pathogen or pat hogens, and
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control nmeasures for one pat hogen being effective for
t he second pat hogen or pat hogens.

So our data needs, again, as mght well be
expected for question two. And those are outlined on
page 19 of these slides. These include data to
denonstrate that the indicator mcroorganismrelates to
the state or condition of the associated commodity
pat hogen. Data denonstrating indicator m croorgani sm
reductions lead to reductions in pathogens in
commerci al operations and food borne illnesses. Data
anal ysis to determ ne whet her popul ati on-based
rel ati onshi ps can be estimted between cl asses of
m croorgani sns and target m croorgani sns.

Rel ati onshi ps -- frequency rel ati onshi ps or

concentration relationshi ps between the two pat hogens

for all species ?2 ... primals, and trimmngs in ground
products. Data including the ... of time that the
reductions in one pathogen will lead to reductions in

t he ot her pathogen in comrercial operations.

Wi ch brings us to question three, and I'm
now on page 20 of the slides. Page 11 of our interim
report. What constitutes scientifically appropriate
measures for considering the variations that may be due
to regionality, seasonality, and/or other factors when
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devel opi ng performance standards. These -? these
i ssues, obviously, represent variables. And
understanding variability for the conduct of risk
assessnent is certainly desirable. Effort needs to be
put in to determ ning what the sources of variation
are, and understanding, if you would, the public health
rel evance of the sources of variation.

Question three also needs to be broken into
two parts because one deals with nethods for the
acqui sition of data, and the other deals with the
eval uation of that data. So we will get into A and B

So Ais scientifically appropriate nethods
for the acquisition of data to consider variations due
to regionality, seasonality, and other factors in
devel opi ng performance standards. It's -? in terns of
acquiring data, the subcommttee felt that it would
really facilitate the data acquisition process and
probably the paradi gm by whi ch deci si ons can be nmade
relative to one, how to anal yze the data, and two,
per haps prem se public policy decision nmaking after
t hat anal ysi s.

And what the Conmittee is recommending is
t hat when you think about going after data fromthe
appropriate products, you mght want to take a | ook at
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the neat and poultry producti on nodul es thensel ves so
you can then gather data and determ ne the factors that
may i nfluence the m crobiol ogical status of animals
presented for the slaughter, the slaughter practices

t hensel ves, the interventions that reduce

contami nation, and the handling and hol di ng of raw neat
and poultry. And you find a nuch better explanation of
this on pages 12 and 13 of the interimreport.

And | would point out to you that on pages 12
and 13 of the interimreport, on page 12 you'll see
there is Athrough | factors that may influence
m crobi ol ogi cal status of animals presented for
sl aughter, quite a few The sanme is true for slaughter
of ..., sane is true on page 13 for interventions that
reduce contam nation, A through D, and for the handling
and holding of all neat and poultry, dealing with rapid
chilling, tenperature control, contam nation
probabilities or possibilities, and so forth. And
there are others. This is not neant to be an inclusive
list.

On page 22 it struck the Conmittee that if
you're going to design a new study ? or soneone is
going to design a new study, after you | ook at these
nmodul es, you really need d) to think about

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

44

contani nation rel ati onshi ps, or perhaps
interrelationships. And I'"'mon slide 22 -2 and first
there is the internal/external relevance -? and peopl e
are gee, what do you nean by that? What | really nean
by that, or what the subcommttee really nmeans by that
is, you know, what is the contam nation on the externa
part of the hide ?- you know, the carcass, the animl -
? the hide, whatever -2 got to renmenber |'mthe fish
and shrinp ain't a big deal -? and then al so, the
gastrointestinal. So, what are those rel ationshi ps?
The assessnent subsequent to slaughter -? and
also, it's very helpful if you can discrimnate between
control |l abl e and non-controllable factors affecting the
frequency and concentration to help identify nmeans to
reduce contam nation clear across the food chain in
t hose production nodels earlier that we tal ked about.
Movi ng on to page 23 -? secondly, after
you' ve figured out how you're going to get the data or
acquire the data, how are you going to anal yze the
data? And that's what we call 3B. And as you're doing
this data eval uation, sone of the things ?- and we
didn't try to put everything in that you need to do -?
but some of the things you need to determ ne -? and
this is also found on page 13 of our interimreport -?
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is to see if you can assign variation to sone cause.
What is the variation? |Is it just normal variation, or
is the variation in your data relative to sone cause?

Determne if the size of the caused variation
can be reduced through control neasures, through either
i ntervention technol ogy, best practices, or what have
you. |If the cause is uncontrollable, however, then one
needs to consider if the variation is significant in
ternms of public health consequences. And all that's on
page 13 of the report, | hope. Yes, | see it is.

"' mon page 24. (Question three also has data
needs. One is conparison of the current year 2001 FSI S
i ndustry raw ground beef data. Conpare baseline data
to recent performance standard test results. Determ ne
the effects of association of specific raw materials
with individual and multiple regions, select supplier
sets and multiple supplier sets and inports. |n other
words, if you're just |looking at raw materials com ng
in, have nore than just a primtive understandi ng of
what the possi bl e confounders nay be -? or not
confounders, rather, but what the possible bias -? and
| use the bias in the true sense of the word -2 it can
be a positive bias - what that data represents, because
there's many people out there that have nunerous
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control prograns relative to acquiring raw materi al s,
so they don't have the down streamqualities.

As | indicated, we're not through with that
question. W are looking at nore data, and I'l| say
nore about it in just a nonent.

Question four dealt with indicating the
guantitative standards appear to have nore technical
chal | enges associated wth themthan do qualitative
chal I enges. And what special considerations need to be
attended to in the devel opnment of qualitative baseline
data, and what special considerations need to be
attended to in using quantitative data -? baseline data
for the devel opnent of quantitative performance
characteristics? Say that fast five tines.

Wl |, again we thought we needed sone
definitions here to nmake certain that everybody that
may read our report is on the same page. So a
guantitative variable is defined as a variable that
can be nmeasured nunerically -? and they are, of course,
called a quantitative variable. Sonething |ike col ony
form ng units per gram for exanple.

A qualitative variable, on the other hand, is
a variable that cannot assune a nunerical value, but
can be classed in two or nbre non-nuneric categories,
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such as a presence or absence.

So with that understandi ng, we determ ned
that the rationale for devel opment of quantitative
numeri cal variable baseline data certainly helps in
defining the magnitude of a specific organismin a
specific product for public health risk estimation due
to possible exposure. So therefore, that type of data
certainly enhances assessnent of risk. Likew se, data
acquired fromvarious points along the production |ine
provi de nore specific information in many instances,

t han does end product testing. Quantitative data al so
al l ows determ nations of changes or trends -? and
changes of trends for particular organisns. And
finally, quantitative data certainly facilitates

devel opment of perfornmance standards.

Anot her aspect of question four, on page 27
of nmy slides -? got to renenber, |I'ma poor man from
M ssissippi -? we can’t afford projectors. | use
paper. W really want you to wite down, if you woul d,
on these -? on these papers. Special considerations
and technical challenges for quantitative basis -?
well, there’s one, two, three, four, five, six, seven -
? Six, seven -? but one of the points we want to nake
out is there's not too nuch difference, if you would,
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bet ween the special considerations -? really need to
t hi nk about, when you're dealing with qualitative
i ssues or quantitative issues -? baseline data issues -
? nost of thempretty nuch are very simlar.
However, there are two that have specific
rel evance for quantitative data as opposed to
qualitative data considerations. And those two are
starred -? the nmethods for sanple collection, including
mat chi ng sanpl es -? nmeani ng matching a specific carcass
downline to the specific ground product, whatever the
end product may be; the shipnment of sanples, |aboratory
anal ysis, including | aboratory accreditation. And then
speci al techniques for both detection and
guantification of whatever it is you're interested in.
On page 28 of our slides, scientific
consi derations when consi dering use of baseline data to
establish performance standards. Well, again, you need
to know the rel ati onshi ps between the performance
st andards and possi ble public health consequences. You
need to identify confounding factors, whatever they may
be, to the extent that you can. Otentines you may not
be able to index all confounding factors. Need to
adopt proper performance standards and steps in the
process fromwhere the sanples were collected to
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establish the performance standard. You need to

antici pate expected rates of non-conformance. You need
to generate quantitative data to devel op quantitative
per f ormance standards, and when you do that, that wl|

i npact testing by both the governnent and industry, and
obvi ously, test nethods nust be standardized.

Page 29, in terns of the application of
gquantitative or even qualitative performance standards,
which is found on page 16 of the redline report.
Performance standards, once supported by appropriate
sanpling plans and control limts, nust discrimnate
bet ween conform ng and non-conform ng | evel s of
performance. That's what they're all about.

Quantitative performance standards may be
appropriate to achieve certain public health goals,
wher eby reduci ng the concentration of a pathogen is
sufficient to control the risk, without elimnating the
pat hogen itself. Quantitative and qualitative
performance standards may be used when verifying the
ability to either control or reduce a pathogen?
pat hogen~s | evel of concern. Qualitative presence or
absence tests are defined ? it should be understood
that the qualitative presence or absence tests are
defined by sone lower Iimt of sensitive nethod, i.e.,
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negative in 25 grans.

So, in summary, | again want to reiterate on
t he subcomm ttee”s behal f, that having gone through
this, we believe that performance standards are a
val uabl e and useful tool for defining an expected | evel
of control at one or nore steps in a process.

We concentrated on the appropriate text to
provi de general principles and gui dance for considering
the four questions presented to us by FSIS. Appendix 1
i ndi cates the nunerous formal docunments we reviewed in
reachi ng our gui dance, recommendations. Cbviously, as
menbers of the subconmttee, we individually bring
pr of essi onal experience -- experiences, which al so bear
on the matter and subject.

The question dealing with seasonal and
regi onal variations on the devel opnent of performance
standards is still under review, and will be further
addressed in the session by the subcommttee. Wen
that's conpl eted, our guidance will be forwarded to the
full Commttee for consideration. Review ng guidance
on how the current perfornmance standards are worKking,
whet her they’re helping to insure the safety of the
nation's neat and poultry supply, and whether there are
nore effective alternatives to performance standards,
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and if so what would the alternatives be still has to
be addressed.

Fol |l owi ng the conpl etion of these questions,
the subcomm ttee will address the data issues
associated with regional and seasonal and other factors
in ground chicken and turkey. In this latter part, it
is not anticipated that those deliberations addressing
those latter comobdities will be as |lengthy since the
same general principles and gui dance protection should
virtually be the sane.

And with that introduction, | >mnore than
wlling nowto open it up for discussion, going back to
the first slide if you want to go through these in
order. |I'min your hands.

DR. WACHSMUTH: Ckay, | guess one place we
m ght start is just to ask if any other nenbers of the
subconmi ttee have sonmething they'd like to add to the
chairman’s report. Okay. One thing Dr. Mirano noti ced
in ?and it'll help the discussion, the four questions
that were rearranged and reworded by the subcommttee -
? they may not be correct on the slide. They don't
seemto be quite the sane as what's in the text on page
four.

MR. GARRETT: Yes, that is -? you have to
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understand on the slides I"'mnerely trying to shorten
and encapsul ate themso | can abbreviate -? but by and
large, it's what's in the interimreport.

DR. WACHSMJUTH: | was just trying to stop
anyone fromwiting that over on their slides.

MR. GARRETT: (kay, | ”>m being pointed out
that there's typo on slide 13.

DR. WACHSMUTH:  Ckay, nmeanwhile, Bruce
Tonpki n, you have a question?

DR TOWKIN. | think it mght be worth
noting that the slides that Spencer's been going
through are just to facilitate discussion and introduce
everyone to the text, but as a full Conmittee, we all
must agree with the witten words. That's what's going
to be comunicated to the Agency, or actually all the
agencies, so be certain that you' re agreeing with this
witten text.

DR. WACHSMUTH. That's a good poi nt, Bruce.
Okay, Spencer, |I'Il let you lead us through this.
don't know if you want to go through the docunent at
this point or stay nore general or stick to the slides,
it's up to you.

MR. GARRETT: What | would like to do if it's
possible is to hear from perhaps sonme nenbers of the
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Conmittee that are not nenbers of the subcommittee in
terms of how do you feel in ternms of the depth
breadth, scope of what we've done to date, or at |east
so far, and realizing that we -? that this is a redline
stri keout docunent. You were provided the earlier
docunent, but this again is a different docunent,
because we did have the privilege of neeting yesterday.

| f you have any particular concerns. It would be our
intent to try to finalize this docunent -2 this redline
strikeout -? Friday, so | would |ike to be apprised on
any comrents you m ght have or how you would like to
best proceed -? if you would like to take a 15 mnute
break, for exanple, to read the thing or would you |ike
to -? what would you like to do? It would be nmy intent
-? 1 would think that we might be able to finish this
docunent by Friday. Yes.

DR. DONNELLY: Cathy Donnelly, University of

Vernont. Just a point of clarification. |In the slides
that you presented, | don't know if the Comm ttee
tal ked at all about stress adaptation, but | think,
especially where you're tal king about indicator
organi snms or substituting one pathogen for another, and
especially like on page 13 of the report, sonme of the
pretreatnments that the carcasses undergo -? did you at
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all address the need for consideration of stress
adaptation and recovery nethods to maybe get after
potentially non-cul turabl e organi sns?

MR. GARRETT: | think that -? again, going to
page 13, | think that we did discuss stress, we did
di scuss non-cul turable, for exanple, and cane to the
conclusion that primarily -? let me deal with stress
first -2 that we dealt with it in terns of an
i ntervention as opposed to a special consideration,

t hough we do recogni ze that dependi ng on what |evel of
sensitivity you set in the performance standards, then
you have to deal with it.

Secondly, in terns of the noncul turables, we,
as many ot her people you know, from a performance
standard, if you can't culture them you're going to
have a performance standard prem sed on what you can
culture. You have to do what's been done for many,
many years and that's sinply to -? they're not
applicable in performance standard paradigm Bill?
And any other Comm ttee nenber, now who would like to
add on, please weigh in. Bill.

DR. SPERBER. |'mBill Sperber with Cargill.

Kind of a general, philosophical question regarding
t he approach of the subcommttee to this chall enge.
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| "' mwondering if you approached this with a m ndset of
kind of a zero budgeting process, where you had a bl ank
slate to consider all possible options for performance
standards, or do you think the subcommttee -? or do
you feel the charge to the subcomm ttee was biased in

favor of selecting a particul ar pathogen, or Sal nonella

as the performance standard criterion? The reason
asked is that in going through the slides, |I think the
first nmention of any specifics was on about page eight
where you nentioned getting informtion about

Sal nonella, which led ne to think that maybe sonehow
the Commttee was prejudging the situation in favor of
Sal nonel | a.

Then on slide 11 you nentioned pat hogen
performance standards, and it wasn't until a little
later in your review that you get into the topic of
i ndi cator organisns. | wonder if the subcomittee is
open to the possibility that a single indicator
criterion could, in fact, serve the public health
interest in mnimzing and elimnating pathogens in
t hese particul ar raw products.

MR. GARRETT: Let ne respond to that and then
any ot her subcommittee nenber that may wi sh to add
additional remarks, feel free. But to answer your
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first question, no, our paradi gm addressing this was
not fromthe zero based budgeting point, or necessarily
a cost point, although we did consider cost and had
sone debate, quite frankly, whether there was nore cost
associated with qualitative perfornmance standards such
as -- or quantitative performance standards, and what
the cost of running MPNs are and so forth. W did
di scuss that. But, no, what we tried to do was
indicate to give general principles and gui dance, and
if we're going to have perfornmance standards rel ative
to the four questions which were asked, what should be
the scientific and application considerations.
Secondly, in regards to your question about

are we fixated on Sal nonella, the answer is certainly

no. The only reason that we tal ked about Sal nonella

and so forth is because we were presented, in our
background nmaterials, with a ruling, and USDA did
indicate that the -- the prem se upon which they use
Sal nonella in the HACCP rule -- we reviewed that. W
did review the report, and so what we are in fact doing

is using Salnonella to test the assay and exanpl e of

one performance standard.
What we're doing, is we're indicating that
you can have nunerous types and forns of performance
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standards, but if you're going to have them then these

are the considerations -- scientific, technical and
application -- that you need to consider. And we do
tal k about that, you'll see, in the report. Bob.

DR. BUCHANAN: Thank you. Having heard the
| ast two comments, and knowi ng the details of what's in
the report, | think that we ought to go back to
Spencer's suggestion that we take sone tine and all ow
t he peopl e who were not on the subconmttee involved
with the details of the docunent, an opportunity to
read it over, because both of the two questions that
arose are discussed at great length in the docunent
itself. And so it mght be helpful, particularly
considering that we do need to get useful information
by this afternoon if we're going to go back into
del i beration and finalizing this docunent, that we take
the tine as a full Conmittee to reviewit and identify
the areas where there are deficiencies or things that
have been left out, et cetera.

MR. GARRETT: | would certainly agree with
that. The report -- | won't say is a quick read, but
it's an easy read because ... and so why don't we take,
say, about 15 -- 15 to 20 m nutes?

DR. WACHSMJUTH: | nmay be a sl ow reader
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think nmore like a half an hour.

MR. GARRETT: Half an hour? Ckay.

DR WACHSMJUTH: And it's tinme for our
schedul ed break, alnost on the dot, so unless anyone
has anot her burning comment, we will break for a half
an hour and will resune with discussion of the
docunent. Ckay? Good.

DR, NEILL: | was just going to say since
we're deferring question three further until the
subconmittee is able to obtain the data subsequent to
this nmeeting, then maybe people could triage and focus
the attention on the sections of the report that deal
with the other questions.

DR. WACHSMUTH. Ckay, good suggesti on.
Question three will be deferred, so if you concentrate
on one, two, and four, we may be able to have sonething
to send to the Agency by the end of the day Friday.
kay, thanks.

(Whereupon, a 30 mnute recess off the record
was taken.)

MR GARRETT: Yes, Madane Chairman, before
you proceed -- I'mnot quite certain how you would |ike
to proceed, but | would suggest is that we have an
opportunity to ... the docunent, which is the redline
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stri keout docunment from our deliberations. Are there
any comrents which those -- | presune the face page and
then -- there is notation too to the docunent, by the
way. People notice that?

PARTI Cl PANT:  Uh- huh.

MR. GARRETT: Just goes to show you that
we're not a zero defect program but | would think
per haps the easiest way to proceed, Madam Chair, m ght
be to go just relative to the questions thensel ves,
because the first two pages of the document, quite
frankly, are background information and material being
nmoved to the appendi x, but it's factual material.

Question one, then, begins on page five and
goes through page seven. Wuld there be any questions

on that? Seeing none, then, I will go to question two

DR. WACHSMUTH. One thought, Spencer. Wen
the subcomittee decided to reorder the questions and
change themslightly to better approach them you m ght
give the Conmttee a sense of why this was question
nunber one. Is it first step? Is it -- you know, the
nost inmportant? That would hel p ne.

MR. GARRETT: Yes, | think -- and if I'm
incorrect any subcomm ttee nenber certainly can correct

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

60

me -- but | think in looking at the issues that were
prescribed -- and nany of us are m crobiol ogists that
have been around engineering -- it was felt that to

address the issues, what you mght really want to think
about is indicate, if you' re dealing with public health
consequences, obviously there's several ways to deal
with those, including risk evaluation, risk
assessnents, assessnent of risk -- which are three
different things. Let's start there and work backwards
internms of if you were going to be evaluating risk, or
assessing risk, what would you need? And so | think
that's why we put that question up first. And it
facilitated, then, the discussions. Mving -- any
ot her questions?

DR. SWAM NATHAN: | have a comment -- this
is Bala Swam nathan from CDC. Not being a risk
assessment group, | find the last three or four lines
on page six quite unintelligible. 1Is there a sinpler
way for the Commttee to phrase it so that the comon
non-ri sk assessor could understand what you're saying?

|"mspecifically referring to, "ldeally, the

di stribution of aggregate uncertainty woul d be
estimated probabilistically so that the overal
uncertainty of the risk estimate and the expected
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public health gain is achieved as a result of
i npl enenting or changing a performance standard can be
estimated. "

MR. GARRETT: Let ne respond --

DR. SWAM NATHAN: Can you repl ace that?

MR. GARRETT: You'll be happy to know t hat
while | may be a groupie, I'mnot necessarily a risk
assessnment groupie either, but |I think what that's
trying to really say is that there is a | ot of
uncertainty in life and there's certainly a | ot of
uncertainty when you do risk assessnents, and it's very
hel pful if you can determne, if you would, what the
total -- totality of uncertainty is in the risk
assessnment process, which is a very formal process
whi ch goes through a nunber of very formal steps -- try
to get the totality of that uncertainty, or at |east
try to estimate it. But we do have some, not only risk
assessnent groupies in our group, we've got some sure
enough ri sk assessors, and if anybody would -- | think
t hat was ny understandi ng. Bob.

DR. BUCHANAN: Swam , we hear you and we'l|l
put that into plain | anguage.

DR. SWAM NATHAN: Thank you. | have one nore
comment on page seven, if | may? I|I'mreferring to the
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second bull et of data needs, "The Agency shoul d
establish a nechanismto obtain epidemologic data to
determ ne the portion of salnmonellosis in the US
popul ation attributed to the commodity group for which
per f ormance standards have been established. ™
Has t he subconmittee di scussed ways of doing
this, and is the subcommttee able to provide sone
guidelines to the Agency as to how they woul d go about
establishing such a mechani sn? Do you specifically
attribute cases of salnonellosis to certain commodity
groups? Wuld this be done strictly on the basis of
epi dem ol ogi c data or are you, as a subconmttee,
t hi nki ng of source tracking nethods and such? O a
conbi nati on of epidem ol ogi ¢ and m crobi ol ogi ¢ net hods?
MR. GARRETT: If | may, Swam, |let ne just
say as one subconm ttee nenber -- and try to renenber,
I"'ma fish out of water here -- |I'ma seafood guy --
but I was sonewhat surprised nyself that that mechani sm
didn't really exist because in past years, we've
provided funds to CDC to kind of do that for us. But
regardl ess of that, we didn't really go into any -- any
active di scussion on how that nmechani smcoul d be
formul ated, whether it's passive surveillance, active
surveill ance, epi studies, readi ng newspapers,
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whatever. It's -- so if that would be a
recommendati on, we can certainly deal with that, or if
not, hold that over, because that will also -- renenber
in question three dealing wwth data, we're hol ding that
guestion open because we are | ooking at a | ot of data,
and we can add that to the data list, if that would be
hel pful to those data considerations. But | would
prefer subcommttee nenbers to respond as well, if they
so choose.

DR. WACHSMUTH.  You have a question to your
left -- to your right, sorry. Dr. Habtermariam

DR. HABTERMARI AM  Thank you. M. Chairman,
a couple of conments and a question. Both
epi dem ol ogi ¢ and risk assessnment. | want to say that
| was very inpressed with several points that have been
made on pages five, six, and seven. You know, quite
wel | thought out in many ways. Just to point a couple
of things. For exanple, the key issue in ny book of
risk assessnent is that as opposed to say, chem cal or
t oxi col ogi cal risk assessnent, we're dealing with that

phenonena. These organi sns change over tine and

therefore this issue of the growmh connected m nus
recognition of values -- this is very inportant, and I
appreci ate the point that is being nade.
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On page seven, as an exanple, on the top of
t hat page, the point about using single value as worst
case estimate and not doing that is very inportant.
| nstead of that, which ends up being problematic
| ooking at famlies of distributions makes a | ot of
sense, and that is also recognized, and | appreciate
t hat point.

And al so, on that sanme page, the question was

asked earlier, Salnonella was selected as a target

or gani sm because we | ooked at the preval ence of
Sal nonella, it is nuch nore significant conpared to any
other agent. And | think if we could have actually a
good nodel and a good assessnment done on this other
prototype, it's actual inpact on public health could be
quite significant, and |I'm sure econom sts woul d
appreciate that point. Again, that is very well done.

| wanted to indicate ... although the

preval ence of Salnonella is very inportant, | think we

al so need to recogni ze that incidence -- we forget risk
assessnent what is critical is ... incident, the
dynam c picture over tine as opposed to the -- that one
static picture of preval ence, and | ooking at that and
the rate of spread of this organism and its
transm ssi on pathways are a critically dangerous
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assessnent -- and that does not seemto be addressed
and maybe coul d be done very easily.

The question that | wanted to ask was, a
point is made on page six -- in the mddle of page six
about when you referred to risk assessnent teamto --
on page six, "specific data nust be determ ned by risk
assessnent team"™ Wuld the subconmttee eventually

recommend that the risk assessment of Sal nonell a be

done at sone point?

MR. GARRETT: Your question, if | understand,
is would the subconm ttee recormend that at some point
a risk assessnent be done. Quite frankly, we haven't -
- we haven't -- we certainly hit around that issue.
don't know that we addressed it head on. W can take
t hat back to the subconmttee. W are neeting this
afternoon and just lay it on the table and see what
happens.

But your conmments, again, relative to the --
dependi ng upon whether you're a risk assessnent or non-
ri sk assessor, sone of the inponderables, if you woul d,
dealing with kinetics and so forth, certainly do need
nodel i ng so that you can deal with themin sone sort of
ri sk assessnment -- we think also are well taken. Al |
can say is I'll be nore than willing, as the
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chai rperson, to take that back to the subcommittee and
lay it on the table. Okay?

DR. WACHSMUTH. This may al so be sonething --
if -- everything doesn't have to go through the
subcomm ttee. | nmean if the Commttee thinks that it's
a good idea, or a bad idea to do a risk assessnent, you
can tal k about that right now. |'massumng that Dr.
Habtermariamthinks it's a good idea, but | don't know
that. In this -- you don't have to funnel everything
t hrough the subcommttee. You can have a di scussion
here. Spencer can pick that up and take it back, but
you coul d have those statenents, because we -- those
reports should be a report of the full Commttee.

DR. HABTERMARIAM  Coul d | add just one nore
-- one point? | agree with Dr. Wachsnuth -- because
t hey nade sone excellent points. Again, for exanple,
the issue of nmerging databases. There's so nmuch data
at USDA and FDA and several places as well as acadenic
institutions, and the point is very well nmade, to have
access to these data which we have very strongly
believed in, in order to really have transparent risk
assessnment, transparent and accessi ble data so that
t hese coul d be validated and be actually chall enged and
be used not only here, but in fact, internationally. I
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think that point is very well nade.

And it seens to ne that Sal nonella could --

because of its significance ... to be an excellent
prototype to really do a good, well designed and well
devel oped ri sk assessnent, with the ultinmate point of -
- to the end point being the public health inpact as

opposed to just Sal nonella say -- you know, presence or

absence in the processing. Utimtely, the end point
has to be it's inpact on human health and therefore,
the invol verent of CDC in that process as an exanpl e.

MR. GARRETT: Kaye, probably you can't see
Bob Buchanan has his flag up

DR. WACHSMUTH. Ckay, | was turning it over
to you, to chair, Spencer, but | think I'll take it
back.

DR. BUCHANAN. Two conments in regard to the
guestion that was addressed to the subcomm ttee, and
again reflecting ny own personal bias, but | think I
can also partially speak for the subcommttee. One, |
think that the subcommttee felt that if you' re going
to relate a performance standard to some neasure of
public health, at sone point there needs to be sone
assessnent of risk done. Wiether it's a formal risk
assessnent of a quantitative nature, or whether it's
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something less than that, | don't think that we took a
position on that other than the fact that there was an
assessnent of risk that was needed.

However, in responding nore directly to your
guestion, | would refer you back to the question for
whi ch the subconmittee was charged to formul ate an
answer, and this was specifically, "If a risk
assessnent was going to be done in order to develop a
per f ormance standard, what shoul d be considered in that
risk assessnent?” So | don't think it's a question of
whet her it should or shouldn't be done, or whether we
recomended that one is done or one isn't done, we were
respondi ng specifically to the question that was posed
to us, and responded to it. Again, that's articul ated
in the docunent itself.

DR. WACHSMUTH: Robert.

DR. TOWKIN. Bruce Tonpkin. Wth respect to
the question raised by Swam, at this point in tinme, or
at least up until this tine, we're at |east not aware
that CDC has been asked to generate data. That could
be used in the risk assessnent, and to eval uate the
i npact of the perfornmance standards on a national goal.

And we are, in this one statenent, essentially
encouragi ng that CDC be asked to do that. Just how CDC
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woul d devel op the data with the -- between the agencies
and CDC, but we feel that the epidem ologic data are so
inmportant to the whol e perfornmance standard concept,
because it should be based on a public health goal --

t hey shoul d be.

DR WACHSMUTH.  Bob.

DR. BUCHANAN: Just a conment to inpartially
oursel ves. Having | ooked over this section again for
another tinme, and with the perspective of a night's
rest, | think what is not real clear here in ternms of
t he discussion is whether we're talking -- there is an

assunption here that we're using Salnonella, and it

m ght be good to indicate that this was as an exanpl e.

This mght be the information if Sal nonella was being

used as a performance standard. There does seemto be
ajunp fairly quickly froma general discussion to a
very specific one, when in fact we were attenpting to
use it as an exanple of the types of data that m ght be
needed.

MR. GARRETT: W can certainly wite sone
transitional phrasing to handle that concern. | think
several of us actually have that concern

DR. WACHSMUTH:. Ckay, that m ght be hel pful,
and also the fact that you know, you're specifically
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answering the question, because | think others m ght
ask the sane question that Dr. Habtermariam asked.

The other thing -- | have a question for the
Comm ttee -- under nerging data. | know that the
Comm ttee asked for, and | hope received, all of the
data that we could possibly pull together, including
some from agencies outside of FSIS. And ny perception
of what was happening, which is just comng in and out
of the subconmttee to listen, was that those data sets
were all different enough that they could not be
nmer ged, and perhaps | had the wong inpression, but if
the advice is that we nerge data sets, the subcommttee
m ght need to be a little nore specific to help the
agency.

MR. GARRETT: Thank you, Madam Chairman. |
think that's not quite correct. There were disparate
data sets that we have | ooked at, and understandi ng the
data was col |l ected specifically to answer different
guestions by the different -- whether it mght be ARS
or APHIS or FSIS. But | think the point sinply is,
there is a great deal of data existing within the
agency, they could be eclectically cherry picked to
answer specific questions, is one issue.

Second issue is the -- and | think what we're
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truly reconmending here -- is that FSIS put together a
team dependi ng upon what questions you want answered
internally, to take a | ook at sone of -- and ny agency
has the sane type issue dealing with fishery managenent
i ssues. But secondly, also, in terns of the data --
and we're not done with the data -- |let ne explain that
-- but even the data that FSIS collects itself, such as
the set A data that through your performance standard -
- arural collection of data -- that data, those can
al so be used, we feel, but we really haven't gone
t hrough that issue. W're still |ooking at the
different data sets.

And | do want to conplinment, and I|'|
publicly conplinment Dan Engeljohn and the entire staff

-- every piece of data that we' ve asked for has been

provi ded by your agency. Sone of it -- | guess we'll
be alittle nore careful of what we ask for -- but
nonet hel ess, all of it is there, and we will be getting

around to it. And we've nade sone prelimnary analysis
of the data already.

| f anybody else would like to joinin -- 1'd
kind of like to get to question two. Question two --
if this is on question one?
DR. TOWKIN:. | think there was anot her subject that we
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ki cked around, and that was whet her the Agency shoul d
consi der anal yzing sone of the sanples that are

coll ected for regul atory purposes, such as -- there is
a program whereby sanpl es of ground beef are collected
and anal yzed for E. coli O157:H7 and that's it. And
yet, because the sanples -- all that energy has been
pl aced into collecting acceptable sanples, and those

could al so be anal yzed, for exanple, for Salnonella or

ot her pathogens so that these rel ationships could be
devel oped if they do exist. That was anot her thought
that was discussed. And it's a question as to whether
that's clearly stated in the text.

MR. GARRETT: | think probably it's not. W
can certainly -- I"mcertain that Bruce can cl ear that
up for us and wite some transitional words.

DR. WACHSMUTH: just as a point of
clarification. | think for four or five years, the
Agency | ooked at generic E. coli quantitatively in
those 157 sanples to see if there were correl ations.
It appears that the nmethod for 157 is so nuch nore

sensitive that you could have 157 present and no E.

coli, which sounds inpossible, but it occurred. That
those data -- and they're here, but they weren't
considered very helpful. You're right, those are
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exactly the kinds of things that your recommendati ons
woul d be hel pful to the Agency and how to treat those
t hi ngs.
MR. GARRETT: Moving on to question two.
Renenber we broke this into three parts. And the
foundati on wordi ng begins on page eight of the report
and concl udes on page 11 of the report. OCh, |I'msorry.
DR. DOORES: |'m Stephanie Doores. You
prefaced this section by providing the definitions for
i ndi cator organi smand index organism In just the
cursory reading that we could do in the half hour, it
appears that nost of your discussion focuses on
i ndi cat or organi smversus i ndex organism And ny
guestion to you -- are you using those terns |oosely in
here, or is there a situation where you m ght choose an
i ndi cator organi smthat then beconmes an index organisnf?
O could it be vice versa? O is it even a
possibility that you m ght have an indi cator organi sm
and an index organismfor the sane types of products?
MR. GARRETT: Two points. One, we hope we're
not using them |l oosely, although | can assure you that
we may have made an error, but | don't think so. The
second point is that | think in answer to your
guestion, it's all the above -- the three possibilities
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do exist. However, Dr. Buchanan or others who are nuch

nore closer to this in these coomodities. If we're

tal king seafood I can comrent appropriately, but |

think there are possibilities, or such scenarios that

you could use all three. Anybody want to add to that?
Bob?

DR. BUCHANAN: | think we kept the
possibility of being able to devel op an i ndex organi sm
open in the discussion, however, the degree of
correlation that we've had historically for potential
i ndex organi sms has been poor at best, and in order to
keep these two separate and tal k about a practi cal
approach to performance standard using a surrogate, |
think we did purposely concentrate on an indicator
organism There is a great tendency to slip back into
referring to a correl ati on between one organi sm and
anot her, versus one organismto a state or condition
that is in some way associated to another. Certainly
we woul d be appreciative if you go back and | ook at the
| anguage, because you're correct, in alnost al
i nstances we are referring to an indicator organi sm
not an index.

MR. GARRETT: There's one -- | can't see that
far down. Yes, Bal asubramani an.
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DR. SWAM NATHAN: On page nine, the |ast
sentence, | think the subconmttee needs to conme up
with alittle nore specific recommendation here. "The
subcomm ttee suggests that the data be analyzed to
determine if, for exanple, there is a relationship
bet ween frequency or level of E. coli and aerobic ..
counter conbi nations of easily measured indicators and

the likelihood of the occurrence of Salnpbnella within

specific popul ation of sanples.”™ | think it mght be
useful to the Agency if we cane up with what is
acceptabl e relationship -- define how strong that

rel ati onship needs to be in order for that indicator
organi smor group of organisms to -- to act -- to be
accept abl e surrogates for the pathogen.

Conti nuing on the |ast sentence, "It is
suggested that regression analysis be used as one tool
to determine if such relationships exist." |Is that
statenent really necessary? Because one could use a
mul titude of conplex statistical methods, why single
out regression anal ysis?

MR. GARRETT: |In answer to your first
guestion, the -- we heard a presentation and al so
reviewed a paper which indicates that there are, in
fact, may be sone sort of relationship between -- such
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as APCs and so forth. So all we're nerely indicating
is the Agency should take that into account and see if
there could be, as an alternative, because that's one
of the questions we were asked, if we're going to have
alternative indicators what should they be? WlI, in
order to determ ne what they should be, there should be
a study to determ ne what they should be.

Secondly, in terns of the issue of the
mat hemati cal relationship requirenent between the
i ndi cator and the presence of a pathogen, could be a
scientific decision. It could also be a nanagenent
deci sion prem sed upon what the Agency feels |like the

acceptabl e I evel of protection would be.

Thirdly, interns -- | agree on statistical -
- there are many -- regression analysis and many
sophi sticated statistical techniques -- that sentence,

to me at |east, doesn't need to stay.

Have | answered that to your satisfaction?
And any other Committee nenber, on this particul ar
question, if you'd like to weigh in, this would be the
time on this question before | nove to the next c..
guestion. Bob?

DR. BUCHANAN: Again, this is an instance
where we need to be careful to distinguish between
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i ndi cator and an i ndex organism and this is one of
t hose areas probably that needs to be tightened. |If
we're attenpting to establish the quantitative
rel ati onshi p between one organi sm and another, we're
now into the realmof the definition of an index
organi sm However, we can establish relationships
bet ween organi sns that are appropriate for an indicator
that, taking to account a relationship in terns of
either source or attribute, that do not have to be
guantitative in their nature.

The cl assic exanple would be the relationship

between Salnonella and E. coli. Salnponella is an

enteric pathogen. It is typically associated, in the
case of neat slaughter and neat operations, with a
fecal source of -- a fecal contam nation source.
Li kewi se, E. coli has |ong been recognized as a
organismthat is an indicator of fecal contam nation.
Now, if you have a relationship there that is
qualitative, it becones very difficult, particularly
when you're down at the |low |l evels that these organi sns
occur in meat products, to establish a quantitative
relationship. And so |l -- it's very unlikely that you
woul d be able to establish a index organismtype
rel ati onship, but you could correlate it to feca
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contam nation, a condition or state.

Now, if your primary source of Salnonella in

t hese products was not fecal contam nation, that is, it
is not associated with the same source as E. coli, then
you woul d question whether or not this is appropriate.
And again, it goes back to the establishnment of the --
let's see if | can conme up with the right page in the
report -- starting on the bottom of page eight and
going on to the top of page nine -- "The key to
establishing this relationship is the fulfillnment of
these five criteria." |If these five criteria are not
met, then the likelihood that one organi smwould be a
good indicator of another is not fulfilled and you
woul dn't go that far.

So, | would suggest that the section of the -
- that you indicated on the bottom of page nine -- this
may need to be expanded to indicate that this is not
necessarily the quantitative relationship. There needs
to be sone kind of relationship between the two
organisns that fulfill those five criteria.

DR WACHSMUTH:  Spencer.

DR. MADDOX: Yes, Carol Maddox. | had a
comment regarding that -- was recently addressed al so.
The idea of an indicator -- we may not -- because of
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the tinme frane and everything that these docunents take
to generate -- limt our discussion to an organism An
i ndi cator, a successful indicator, mght be evidence of
an organi smas reveal ed by sonmething |like quantitative
PCR, thinking of the future useful ness of this docunent
five, ten years down the road.

The ot her, nore specific comment, initem(c) it refers
to a pathogen being used as an indicator, and we may
find, once we exam ne this, that actual better

i ndi cators are not pathogens, they m ght be sonething
i ke enterococcus or sonme normal flora that represents
fecal contamnation in a better sense than |imting our
di scussion to a pathogen. | guess sonme of the data
that we exam ned so far has indicated that sone of

t hese pat hogens have absolutely inverse relationships
and be confounding. | think we need to think maybe in
terms of a little bit broader interpretation of

i ndi cator.

MR. GARRETT: Thank you. In ternms of the
first, you're indicating that the presence of an
organi sm as opposed to perhaps, a viable cell, through
PCR very well may be either now or in the future an
i ndi cator.

DR. WACHSMUTH:  Spencer, can | go off for one
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noment ?

MR. GARRETT: | just want to make sure | get
this dowmn. And then secondly, though, | think while
we' re tal king about one pathogen for another because
that's one of the questions that was asked us. But |
certainly agree that we should be thinking gl obal and
while we're trying to answer very specific questions,
as we craft this general principle and guidelines, as I
like to call these, we should be thinking that tine is
going to march on, so we thought we'd get as nuch bang
for our buck as we can. Peggy? Was that Peggy | heard
down there? Who is that, Kaye?

DR WACHSMUTH: | was. Sorry, a
technicality, but an inportant technicality. W do
have schedul ed at 11:45 time for public comments.
would i ke to delay that to continue this discussion
until 12:15 and then have public comments. |Is that
alright with the one person who signed up? kay, then
let's proceed. Sorry to interrupt. Go ahead.

MR. GARRETT: Anybody --

DR. WACHSMUTH.  John Luchansky had his --

MR. GARRETT: Ckay, John. [I'msorry -- |
don't want to say | can't see through Dan because he's
a pretty intelligent person --
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DR. LUCHANSKY: | just wanted to follow up on
Carol's coment. It was sone thing | was al so to point
out on page nine. Sonetines when you give exanples --

and we're tal king about Salnonella and E. coli, you

overl ook some ot her exanples that mi ght not be

i ncluded, and | was just wondering, because | wasn't on
the subcommttee, what the thoughts of the Conmttee
were about alternative indicators. So in that

par agr aph | abeled "B", the fourth point fromthe
bottom "Organisns or classes of organisns” -- | wonder
if there were discussions, if we could maybe hear a
little bit nore about other indicators and what kind of
di scussi ons took place about some very general | anguage
t here about classes of organisns. That would be

hel pful to ne. O maybe there wasn't.

MR. GARRETT: In actuality, | think there was
not much tinme spent on | ooking at other classes. This
one is just by way of an exanple. Again, this is not
consi dered the sol e possible conmbinati on of indicators.

There may be, but if other Commttee nenbers would
like to cooment. | nean | can give you severa
exanpl es other than E. coli as an indicator, for
exanpl e. Yes.

DR. ACHESON. Yes, could | just try to

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

82

respond to that a little bit. W did discuss other

i ssues -- enterobacteriaceae, going beyond E. coli a
little bit. There was even sone discussion in a sort
of sub-subcomm ttee that we had when we were trying to
address this of anaerobes -- naybe taking a genetic
approach at anaerobes. That raises other questions in
terms of DNA versus RNA, you know, are the organi sns
alive or dead -- just raises another bunch of
guestions. But that was discussed, and | think just
for the sake of clarity we stuck to the better

recogni zed exanple, but certainly that needs to be
pushed further in terns of what's best.

DR. LUCHANSKY: Maybe just to foreshadow a
little bit other alternatives will be considered -- put
in sone verbiage -- a sentence or two about --like the
one you just said, or enterococci or sonething other
than that would be hel pful and I woul d encourage that
research shoul d be done ..

DR. BUCHANAN: If | mght, again, | refer you
to the end of page eight and the beginning, the top of
page nine, and while the termis the use of an
i ndi cator organism | think we're open to alternatives
to the direct detection of the viable cell. However, |
think this needs also to be couched in what are you
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usi ng the performance standards for. And so there
needs to be a scientific approach relating the
condition you're trying to control to the tool that you
use to control it, or the indicator in question. So |
woul d say a nunber of these different conponents or
toxi ns or genetic approaches are val uable, as |ong as
you, in some way, correlate it to the state or
condition you're trying to neasure. | would have sone
concern, for exanple, in a product where there nay be
remedi ation or any microbial treatnments to using sone
of the techni ques that cannot adequately distinguish
between live and dead cells. You're going to wind up
with a situation that gives you a false indication.
You have the sane problemin a nunber of entities with
any one indicator. Each has its strengths and
weaknesses -- again, it focuses on the identification
of, I think, the five generic characteristics that have
to be fulfilled in order to have one test organism
what ever, be correlated to an attribute that you're
trying to neasure.

So | think there was an attenpt to keep it as
generic as possible.

MR. GARRETT: Bruce

DR. TOWPKIN. Sonme things may not be crystal
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clear in terns of howthis is reading. W had one foot
the box that said we're witing a principles docunent
that would apply to a variety of pathogens, or, let's
say, mcroorgani sns that the agencies may be interested
in using as performance standards. So it's not
specific to just FSIS.

On the other hand, we did have a charge to
deal with Sal nonella as a performance standard in
ground products, and so we're trying to do both things.

And so in sonme cases we're very broad in what we said,
and other cases we're nore specific, and it's getting
that right bal ance where we may have had sone probl ens,
so if you see sonething that needs to be nodified, |et
us know, because we want to make this as useful as
possi bl e, not just for the near term but for the
|l onger term And these indicators may not even be
m crobial, they could be a chem cal analysis of sone
sort. So we didn't even throw that part in here.

MR. GARRETT: Katie

DR. SWANSON:  Well, I'"'mnot on the
subconmittee, but | did sit in on the neeting yesterday
just to find out where they were comng fromand found
t hey had spent considerable tine |ooking at the
princi pl es of how one determ nes performance standards
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and trying to address the specifics of the questions
that were asked. But hearing the discussion that has
occurred around the table and the confusion related to
is it specific or not, probably the subcomm ttee needs

to | ook very focused on dividing those two pieces out.
These are the general principles that you need to
apply as an exanple for the specific task under
question. Here are sone issues to be concerned. But
spend sone tinme | ooking at that format. Because if
this group doesn't get the gist of that, then when it
goes out to a broader audience, we won't be able to
di scuss these things around the table.

MR. GARRETT: Davi d.

DR. ACHESON. Just to respond to that. |
t hink that once the subcomm ttee broadens into sone of
t hese broader questions --

DR. SWANSON:. W'l get there.

DR. ACHESON. -- mny sense is that that wll

get taken care of.

MR. GARRETT: | was just thinking, in terns
of the formatting and the mechanics, | don't
necessarily think we need to reformat it, | think if we

take sone of these transitional statenents --

DR. SWANSON: Exactly.
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MR. GARRETT: ~-- and al so put sone bridge ..
| like to talk about the bridge -- sone bridge
statenments, if you would, | think that would probably
correct that difficulty.

Any nore questions on two? Swam ?

DR. SWAM NATHAN. On page ten, under,
believe it's 2C, "One pathogen can be used as an
i ndi cator et cetera --

MR. GARRETT: You'll have to speak up just a
little, Swam , sorry.

DR. SWAM NATHAN: Under question 2C, "One
pat hogen can be used as an indicator of the conditions
affecting another" et cetera, |ooking at the bottom
hal f of that page under "devel opnment and anal ysi s of
such data to determ ne through application of
regression analysis" -- there we go again -- "or other
appropri ate net hods whet her popul ati on based
rel ati onshi ps can be estimted between cl asses of
m croorgani sms and the target m croorgani smshould be
conducted"” -- I'mnot sure | understand what you're
saying here and how it relates to the question 2C
Coul d soneone clarify this please?

MR. GARRETT: Bob?

DR. TOWKIN Well, this is the one | wanted
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out. I'msorry, I'mwth --

MR, GARRETT: I'Il tell you what this was --
what | woul d suggest that we do, | had difficulty
understanding it too, although frankly, | think
probably do. | don't know if Dr. Rainosek -- anyways
this actually was put in by Dane Bernard and |
understand he'll be here, but | understand we can
certainly get this clarified, get that clarified, but
al so, Skip, |I think, may be able to help clarify it for
us.

DR. SEWARD: Well, it was just ny
recol l ection that the discussion surrounding the class
of m croorgani smwas taken into account, as | recall,
the use of, for exanple, APC, and that if you had a
state or condition that allowed fecal contam nation to
be present on neat and poultry, chances are that a
general class of mcroorgani sns associated with that
type of state or condition would be elevated. And it
was an opportunity to capture that, that that would
allow d, a class of mcroorganisns to reflect the state
or condition that could also then be an indication of
the presence of the organismof concern. And | think
that's what he was targeting in trying to get at when
he raised this and tried to conmuni cate that as to how
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you woul d establish that relationship, what kind of
evi dence woul d be necessary in order to denonstrate
t hat .

MR. GARRETT: |Is that kind of Iike the sanme
concept that -- in soil sanples for anaerobes you ought
to see a lot nore spore fornmers, for exanple, for
di fferent classes of possible pathogens? |If you think
about that conceptually. | hate to use that particul ar
exanple, given the tine we're in, but -- Bob?

DR. BUCHANAN: Again, I'd like to reflect
back on the degree of information that we need to
collect in order to nmake deci si ons about the adequacy
of any particular indicator test. | don't necessarily
feel that we have to go to extrene lengths to develop a
statistical or regression analysis, or detailed
anal ytical correlation between the presence of one
organi smor another, particularly when you're in a
situation where you' re working with a commodity where
t here have been intervention steps associated with the
pr oduct .

So, for exanple, if you' ve denonstrated
t hrough the use of one indicator organismthat you get
a reduction to a certain performance |evel, based on
say, E. coli, and you know based on the characteristics
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conparing E. coli to Canpyl obacter that you're going to

get at |east an equal reduction in the organi sm of
concern, | don't think you have to go to a great length
to show that you have two survivor curves and they're
correlated and the sl opes are such and such, et cetera.
There is sonme qualitative data that can be acquired
upon whi ch you can nmake sone reasonably i nforned
decisions, and so | think we need to be able to capture
not only this enphasis on quantitative data, there
needs to be sone qualitative decision nmaki ng when
appropriate. W're certainly not going to develop a
single indicator and then have a requirenent to go out
or need to go out and establish for every other enteric

pat hogen that Sal nonella or E. coli or whatever

organi smindi cator you pick is the follow ng

mat hematical relationship. | don't think that's
necessary.
MR. GARRETT: Are there any other coments?
DR. HABTERMARI AM | have one.
MR GARRETT: Sure.
DR HABTERVARI AM  Just wanted to foll ow what

Swanm raised. The second tinme about regression was at
i ssue, but to just nmake this point. Methodology. It's
possi bl e that regression mght work, and in fact m ght
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not work. There might be scientific evidence that says
that this has been tried. But | was also intrigued as
to why that is picked out, especially bothered ..
l[inearity. |'mglad you' re not saying |linear
regression, but regression in general. But if there is
scientific evidence, it would really be very useful to
actually take that scientific evidence here, maybe in
the list of references, but some of these strong
statenents need to be supported by scientific evidence
where that has been available, if that is the case.

MR, GARRETT: Wiich --

DR. HABTERVARI AM On top of page ten, and
this same question about specifically raising
regressi on anal ysi s.

MR. GARRETT: Well, | thought we woul d get
the regression analysis out of there. W got it out of
there before, just say statistical methods or such.

DR. HABTERMARI AM  Sane on top of page ten
t 00?

MR. GARRETT: Yes. Yes, we had al ready
agreed, | thought, to get that out. | thought, you
know, if we're going to talk statistics, let's just say
appropriate statistical nmethods and nake sure you get
an appropriate statistician. Any nore? | think what
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|'"d like to do is just to go ahead and take these
comments back. W are neeting this afternoon and we'l|l
address them one by one so we can cone back on Fri day,
okay? | would suggest quite frankly that in the
interest of tinme that we skip question three because
quite frankly, we're not finished with it yet. The
reason being that we still have the data needs, and
nmove into question four, which appears on page 14, and
then if we have time for the general text, don't get ne
wrong, we would |ike guidance on 13, but tinme -- so |
think it would be hel pful to us if we noved to page 14,
rational e for devel opnment of quantitative nunerical --
where are we -- there we are -- quantitative standards
nore technical challenges associated than do
qualitative standards and so forth -- and that actually
goes from page 14 of the report through page 17. Any
comments? Seeing none, | take this w thout exception.
So then that brings us about -- of course my watch is
al ways three mnutes fast, but we're fairly close,|
t hi nk, Madam Chair, to the public coment period.
DR WACHSMUTH:  Spencer --
MR GARRETT: I'msorry. Larry, I'msorry, |
didn't see you
DR. BEUCHAT: Larry Beuchat. Could |I ask for
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a clarification on question three?

MR GARRETT: Sure.

DR. BEUCHAT: Since you will be discussing it
this afternoon. You nentioned that we need to be
t hi nking globally, and in your slide you did use the
word inport --

MR. GARRETT: Larry, could | -- if you don't
m nd, would you indicate the page nunber?

DR. BEUCHAT: This is on page 11, question
three. Does regionality -- can one -- does that inply
outside the borders of the US? 1Isn't it internationa
regionality that we're to be addressi ng?

MR. GARRETT: | think in -- that's a very
interesting question to a fish guy since we inport fish
from 165 countries and export to 172. But | think in
the context of what we're addressing here in this
context, we're tal king about regionality within the
United States, relative to a United States performance
standard. So regionality -- the same would be for
seasonality and other factors. And in addressing this
i ssue, other than |aying down some general text that
you see here, we are analyzing quite a bit of data from
di sparate data bases, fromAPH S, from AM5, fromFSIS -
- actually fromindustry supplied data. So the answer
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to your question is no, it's domestic we're talking
about .

DR. BEUCHAT: Thank you.

MR. GARRETT: But as we're |aying down these
general principles | have to think about fish as well.

Madam Chair, | think that concludes -- we'll certainly
t ake these comments back, work diligently and cone back
Friday to see if we can pass these issues before the
full Commttee.

DR. WACHSMUTH:. Ckay, and the subconmittee
will neet this afternoon as will the subcommttee on
bl ade tenderization. And let's see, John Kvenberg w ||
chair the bl ade tenderization. Dr. Mirano just pointed
out to me that this Commttee does report tonorrow at
two o' clock. W' Il have sone discussions, so there is
anot her opportunity at wait a mnute -- when was it --
3:30, sorry, 3:30.

MR. GARRETT: Madam Chairman, it will be at
3:30 that we cone back and plan our recession.
Tonorrow af t er noon.

DR. WACHSMUTH. | will say then we can get an
updat e on what you' ve done and sort of a status report,
i f anyone has burning issues, they' Il still have a
little bit of tinme. But we can talk about that this
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af t er noon.

kay, we do have on the schedule, tine for
public coments, and we have one person who signed up.

Car ol i ne.

M5. SM TH DEWAAL: Can everyone hear ne? | thank you
very much, Madam Chai rwonman for letting nme have a few
m nutes, and | al so appreciate the fact that you are
havi ng public coment at a nunber of times during the
Comm ttee's deliberations which allow us to weigh in at
the discussion. | think that's a good practice. |'m
Caroline Smth-DeWaal. |1'm Director of Food Safety for
the Center of Science in the Public Interest, and |'ve
attended both sone of the subcommttee nmeetings on this
issue as well as this norning' s discussion.

| truly appreciate the deliberative process
the subcommttee is going through, and | think
benefit greatly by their chairman, but also by the
powerful teamthat they have on this issue. And I
appreciate the fact that they're trying to strike up
general principles to cover a nunber of different
cormmodities. But | think they fall a little short
because we're really not working froma blank sl ate.
Wth the recent court decision in Suprene Beef, there
was an increased urgency for this Conmttee to guide
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t he Agency on actions with respect to the Salnonella

performance standards. And you had sone questions, |
noti ced, Spencer, on page two, on the background where
t he Agency specifically asked for guidance. But the
docunent itself doesn't contain those questions, nor
does it contain answers to them

What is your plan for getting answers to
t hose questions?

MR. GARRETT: Thank you Caroline, perhaps in
goi ng through the docunment and endi ng at question four
on this, led you and perhaps others that we're not
finished, that we do intend to answer those questions.

W intend to answer the questions that were provided
tous in the letter fromthe Under Secretary and Kaye
Wachsrmuth as well, specifically addressing those
issues, and | think that we indicate that we do have a
priority -- indicated on page 17 of the docunent --
indicating the priority manner in which we're going to
conpl ete our deliberations, and those questions are
i ncl uded.

M5. SM TH DEWAAL: And | appreciate that you' re deep in
the forest, but -- and you're |looking at all the trees,
but I think the Conmttee really needs to keep its eye
on the whole picture here and the fact that there is a
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very critical and urgent issue related to the

Sal nonel | a performance standards and that applicability
wi th respect to ground beef and potentially other
ground product.

MR. GARRETT: Yes, just let me say that's the
next priority after we finish these three questions
today, d we address the questions, d the data, then the
rest of the comments.

M5. SM TH DEWAAL: And will that cone up before the end
of the week?

MR. GARRETT: WII that come up in terns of
what ?

M5. SM TH DEWAAL: Discussion of the full Conmmittee.

MR. GARRETT: Probably not.

M5. SM TH DEWAAL: Okay. | just want to give the
Comm ttee sone thinking points with respect to that.
think the Sal nonella performance standard has

denonstrated significant reduction in Salnonella in

meat and poultry products follow ng the inplenentation
of the pathogen reduction HACCP final rule.

Clearly the Agency coul d design a perfornmance
standard differently, but the question is, that the
Conmittee really needs to answer, is could they do it
better? You're |ooking at issues about qualitative
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versus quantitative standards, regional and seasonal
variations, risk assessnment versus baseline -- these
are all differences. You could do it differently. But
what -- would they offer and what kind of public health
i mprovenent woul d these offer? Especially when
considering delay of doing a formal risk assessnent, or
cost of doing qualitative -- excuse ne, quantitative
versus qualitative testing. | nean these things --
perhaps the Committee doesn't deal with them but del ay
and cost are things the consunmers pay for. And the

t axpayers pay for. And so those becone very critica

el ement s.

So, can you do it -- we know you can do it
differently. Can you do it better considering issues
of timng, and cost?

The performance standard nmust do nore than
denonstrate control, and | really do appreciate the
subcomm ttee's conclusion on slide four, that it is --
t he performance standards are a val uable tool, and |
think that is a good solid statenent. Except it
doesn't include the word "public health" init. And
we would like to see performance standards that
denonstrate process control, but that also acconplish a
vi sible public health objective, |like reduction in
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Sal nonella in neat and poultry products. That's a
vi si bl e public health acconplishnment that we can -- we
can show consuners, and the governnent can denonstrate.
The risk assessnent process is clearly the
gold standard, but howlong is it really going to take?
| " ve been working and attending neetings for the risk
assessnent for E. coli 0157H7 in ground beef for -- I'm
trying to remenber, is it five years? |Is it six years?
| can't even renenber it's been so long. And we are
just at the stage of getting a risk assessnent which we
have significant concerns with. 1t's now being
reviewed by the National Acadeny of Sciences. So we're
not even close to having a final risk assessnent after
five to six years.
Consuners can't really afford these |engthy
delays. | nean there are urgent needs for perfornance

standards not only for Salnonella in nmeat and poultry

products, but for Listeria in ready to eat products,

for Canpyl obacter in poultry, and for E. coli 0157: H7

on beef carcasses, as well as performance standards in
seaf ood, produce and other areas. So can we really
afford a ten to 20 year process of risk assessnent and
the incredibly conprehensive process outlined in this
docunent? You may think it's easy, but we know from

Executive Court Reporters
(301) 565-0064



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

99

wat chi ng these risk assessnents, it's taking much too
long, as | amas well.

Let me just wap up. W think that the
Conmi ttee should recommend the use of baseline data
during the time period that any risk assessnents are
bei ng conducted. So if you plan to do risk assessnents
at all, don't |eave the risk managers w thout a tool
You shoul d encourage the risk managers, or in fact
endorse the risk managers using baseline data to set
per formance standards, and then during that time period
the risk assessnent could progress. [It's going to take
five to six years anyway, so let's not |eave consuners
wi t hout protection during that tine.

And just to conclude, we really think that

t he Sal nonel |l a performance standard has been

successful, and the use of baseline data could clearly
now be upgraded and noderni zed, based on data that the
Agency currently has, but that the Conmttee should
encourage and reconmend the Agency to proceed with
usi ng exi sting baseline data to nodernize these
standards. Thank you.

MR. GARRETT: If | can -- Caroline, those are
stinmulating remarks. We'll certainly take each and
every one of them under consideration, and particularly
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the | ast coment that you nade.

DR. WACHSMUTH. Thank you. W have anot her.

DR FORMAN: |I'mnot on the list. My | nake
a coment ?

DR. WACHSMUTH. Fine, it's open.

M5. TUCKER FOREMAN: Carol Tucker Foreman from
Consumer Federation. | want to associate nyself with
Caroline's remarks, particularly those about the
urgency of this Conmittee noving forward to sone
concl usions and | eaving the governnent the ability to
act in the interimusing the existing baseline data is
terribly inportant during this tinme. Most of us eat
three tines a day. |If you want us to continue to eat
meat, ground beef particularly, there has to be sone
assurance to the public that that synbol on neat and
poultry products that says USDA inspected and approved
has some neaning. And that meaning has to be one
that's related to public health and to the | evel of
public health to be desired and achi eved.

| appreciate very nmuch the process that
you're going through here with regard to determ ning
the scientific basis for making some of these
decisions. | think it will add enormously to the
strength of the decisions that USDA nakes, as |long as
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the bottomline is that this is a public health program
and that those standards have to be ones that wl|l
assure us a reasonable | evel of public health

prot ection.

In that regard, in the end, the Departnent
wi |l have to nake risk managenent decisions, after they
get all your data, they will have to make risk
managenent. They will have to decide how much of this
is the responsibility of the producer and processor,
how much is the responsibility of those who consune the
products. It mght be useful if, in answering the
questions, and | would say particularly question three,
t hat you make your reconmendations to the Depart nent
and list some of the alternatives that they m ght
address in ternms of making risk nmanagenent deci sions.

I f you determ ne that seasonality and regionality are
in fact variables, whose responsibility is it to
control those factors? | can't control themas a
consuner. Is it -- should we have a standard that says
that those people who live in parts of the country, or
during those parts of the year when there's a
particul ar problemw th neeting the seasonality/
regionality standards, is it then the obligation of the
processor to take additional steps in order to neet a
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public health goal ?

| would urge that generally you woul d think
about what the risk managenent decisions are that arise
fromyour reconmmendations, and particularly with regard
to question three. Thank you.

MR. GARRETT: Carol, thank you, as chairmn
of the subcommttee for those comments.

DR. WACHSMUTH:  Any ot her comments from
anyone in the public or of the Cormittee? John.

DR. KVENBERG. Thank you Madam Chair. Just a
guestion of process for this afternoon, since we've run
a half hour late, we beseech our subcomm ttee nenbers
to nmeet at 1:30. W have a lot of ground to cover,
especially on the blade tenderize group. |'msure that
t he ot her group does too.

DR. WACHSMJUTH: Sane for you, Spencer? 1:307?

MR. GARRETT: Ckay.

DR. WACHSMUTH. Ckay, let's take a lunch
br eak.

(Wher eupon, at 12:30 p.m, the neeting in the
above captioned natter was adjourned, to be reconvened

in subcommttee neetings this afternoon at 1:30 p.m)
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