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MR. SCHAINKER: Good morning, everyonem
Steve Schainker, the city manager here in Arhesnt to
welcome you to our community and thank you for agget
serve on this very important panel of experts.

As you begin your work, | want to emphaghat
the National Animal Disease Center has beeaieedt and
trusted corporate citizen since its opening in dyr ci
many years ago. However, as you know, two empdoyee
recently questioned the effectiveness of the techniques
10 that are being used at the NADC to destroy prions.
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Now, while the NADC administrators hagsured
us that there are no health risks associatecowith
current and our past practices to deactivate prioss, i
the collective belief of the USDA and City oféits that
an open and thorough review by an independent body of
experts is the best course of action to address the
guestions that have been raised.

Now, let me assure you that we takegbise
very seriously. The review effort that you areuato
engage in is extremely important to us, since we hav
strong desire to guarantee a safe environment for the
citizens of Ames, citizens of Story County, thzens
of the state, as well as the employees of ittyeo€Ames
and the NADC.

It's also important to note, | think, tvaat
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you determine during your review and any recommendations
you might offer through the course of your reviethink
will have benefits to other communities thatt hdSDA
facilities.

So again, | want to welcome you to fheaf
Ames. | want to thank you very much for agreeang t
participate. And we look forward to your final repor
I'll turn it over, then, to the two coordinators @ th
project, Steve Shafer and Tom Neumann.

MR. NEUMANN: My name is Tom Neumantm
director of water and pollution control for theyGif
Ames. I'll give you a little background, and then we'll
kind of follow the agenda. However, if you fed tieed
to change the agenda or -- this is an informahgetd
ask questions as we go along if you need clarifigation
additional information. This is -- We're operatiegy
informally. It's not structured in any way. So pdeas
feel free to jump in at any time with questions or
comments.

This information was provided to us in eargyM
from employees, a couple of employees at thehti
Animal Disease Center, advising us that the wastesdikpo
practices at the NADC were different from aligci
immediately adjacent, another USDA facility, Negtional
Veterinary Services Lab, which is adjacent taNA®C

4
facility in Ames, was handling prion-contaminateabte
differently and incorrectly, which would then perthi¢
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prion-contaminated waste to enter into the cit4roes
sanitary sewer system and thus go through thefcitgnes
wastewater treatment facility.

Obviously municipal wastewater facilitéegs not
designed to remove any of these types of wastdst a
became an issue that we needed to evaluate. In
consultation with NADC officials in early Mawe had a
press conference. We also had additional meetings in
which we identified a methodology and approach to
investigate the claims of improper waste disposht@n
identify hopefully enough information that would address
the question of proper waste disposal and also provide

public assurance that the activities were not being don
incorrectly and posed a threat to either our empiyye
the city of Ames public, citizens of lowa downsineat
Ames where our wastewater eventually reaches surfac
streams and continues through the state.

It has taken us this long to get initiated, ge
started. That's a combination of trying to get ab&rm
of people that we've identified as having expert knowledge
in this field, to get them all to come together, kingw
that you have extensive schedules that you havehat --
you're committed to. And we really appreciate tfogtsf

5
that you've made to commit to helping us address this
issue.

There have also been some issuededdnal
requirements, not necessarily USDA requirements, b
federal requirements that apply to advisory pamels a
committees that are formed to assist any fedgeicy.
And we've been working through those requirementsaso t
we could be ready to proceed with a panel of experts t
review the situation.

Our position, as Steve indicated, isweaare
not alleging that anything that has happened or has
happened at the NADC is wrong. What we know faicti$
that they do things differently than an adjacedéral
facility does.

But the two facilities are differenthélr
number and types of research activities that ang gm,
the animals that are housed, they're differeotwé&
recognize that there may be acceptable disposaktpsact
that could be different. So from that perspectixeare
just trying to get factual information of what are
appropriate methods of treatment and disposal.



22
23
24
25

NNNNNNRPRRRRRRRRR
ORONPRPOOONOURAWNROOINOORAWNE

Boo~vourwnr

11
12
13

Another fact that you need to be awarthaef,
we feel very strongly, in order to advance scientifi
knowledge, research has to be done. So we're katdoo
to change or eliminate what research is being cordlircte

6
Ames at NADC and NVSL. That's information tisat
essential to the advancement of knowledge in tefms
animal diseases, prevention, even protectionaifrhor
the general public.

So research has to be done. We just twamake
sure that the by-products of that research doré &iav
adverse impact on the city, on the citizenfefstate.
And that's where we're asking for your help, totifien
appropriate methods. And then we will work with NAD
officials, USDA officials, if there are changbattneed
to be made, to effect those changes to protecinpt
the basic research, but the citizens with the bgiyats
of that research.

What we are -- what we identified in Méyur

press conference were basically four issues. Aness

| got ahead of myself. That's coming later. Soyto

and follow the agenda, | guess at this point do you have
any questions? And maybe we'll give you the opportunity
to give a little -- introduce yourself, identify your
particular areas of expertise that you're bringorthe

panel. We'll try to -- We've seen your resumes. oy
have a couple of hours here, so we would ask you to
shorten your bios. a little. But if you have any
questions or -- We'll start over here with Dr.\vidlet,

would you like to introduce yourself.

7

DR. DETWILER: I'm Linda Detwiler. I'nuaently
the assistant director at the Center for Corpaatl
Public Veterinary Medicine at the University of Mand,
which is a division of the Virginia-Maryland Regibna
College of Veterinary Medicine. But prior to thaast of
my experience has been with TSEs, especiallgntral
and prevention.

In 1985 | started with USDA's APHIS in &ue
and then was national coordinator in the late '80s
served on a panel for BAC and continued in thatunatig
| left USDA in 2003. | currently also do private
consulting for food companies, pharmaceutical compamnies
risk reduction in the areas especially of TSESs.



14 DR. COLBERT: I'm Jim Colbert, and | actually
15 a biology professor at lowa State Universityof&iare
16 not my particular area of expertise. My training is
17 really in plant biology. But I'm here as a citizen

18 observer on the panel. And I'm also here becaise |
19 have quite a lot of interest in water quality in loaal
20 area. I'minvolved in a local watershed group called
21 Squaw Creek Watershed Coalition.

22 | am involved in an activity called SkunkdRiv
23 Navy, which basically involves taking lowa State

24 University students out into our local streamsglo
25 water quality and biological diversity observatiams]
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then hauling trash out of the streams. Ovelatdte
eight years the Skunk River Navy has hauled 44 tons of
trash out of our local streams, and unfortunatelye
not through with that job. There's still loterénto
get.

So I'm here as a local citizen, intees
person, more or less a layperson with regard eogri
But because my area of expertise is biology ieign
I'm hoping that | can at least be conversaritandsues
that are raised here.

DR. ELLIS: I'm Bob Ellis. I'm on tleculty at
Colorado State University. I'm a professor in
microbiology, immunology and pathology. My reskar
career has been devoted primarily to disease®of fo
animals, but I've gotten into some other types efreh
too along the way.

I've been the biosafety officer for @atlo
State University since 1997. And as the biosafety
officer, | do have the responsibility to ensued the
research conducted at CSU is conducted safely ana withi
the guidelines and parameters that are availableto us
for that research. We do some chronic wastingshisea
research at Colorado State, and so I've had oveodight
that research over the last several years.

25 In addition to those professional acasitil'm
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also a rancher. My brother and | have our fanaiich
still in Wyoming. We're very aware of chronicsivag
disease. It is not really being detected in tha a
where we ranch, cattle ranch. But still I'm very
interested, as said earlier, in the researc¢hsieing

apbrwnN Pk
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conducted here at NADC and other places that woald sh
whether some of these prions are transmisadrtess some
of the species barriers or not.

DR. ROHWER: My name is Bob Rohw#is a
pleasure to be here in lowa. | grew up in Muscatine
the eastern edge of the state. I've been a TSE
investigator for thirty years, beginning at NIH. Aimd
now associate professor of neurology at Univeosity
Maryland. My laboratory is at the V.A. Medicar@er and
affiliated with the University of Maryland.

In the mid-80s while | was at NIH, | didreoof
the basic studies that have gone into promulgdteng t
regulations for inactivation of these agents. Vene
basic science studies on how they inactivated tAay've
been sort of instrumental in setting the standaads t
have been adopted worldwide for this particular aggect
the problem.

In that capacity, | sat on the WHO paaed it
was myself and David Taylor who wrote the WHO ination
guidelines that the world medical community useg I'v
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also been a consultant and a member of the THISdy
Committee of the FDA over the entire existerfcdat
panel. And | have advised the USDA in the pastedls
not particularly on -- not on these particulauéss
however. | also consult for the European Corsiois

So | think what | bring to this is a sgon
fundamental knowledge of how these agents arévased,
the issues that do have to be addressed in makag sur
that they do get inactivated. And will be vergrested
in looking at just what measures the USDA has ppiaire
for this problem here at Ames.

However, | would like to say that ther atot
of guidance documents out there for directing this
activity, and I'm sure that those were consulted in
putting this together, and I'm quite optimistic thallw
be able to come to a satisfactory conclusiornisn t

DR. AHL: My name is Nell Ahl. My tramg has
been in zoology, ecology and veterinary medicine
worked for the USDA for some years. | was idaenia for
much longer than that. I'm now self-employed and a
consultant for several things but primarily in theaaof
risk analysis.

While | was in USDA, | was the initiatettor
of the office of risk assessment and cost benefit



25 analysis, which was an office that Congress esitaiol
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inside USDA as a watchdog agency over the rulengaki
activity. So | have been an overseer of poliaking in
many areas including areas regarding agents involving
prions. As | said, | now do risk analysis consgland
am semiretired and enjoy my grandchildren in California

DR. KREMER: Good morning. I'm Fran Krenand
I'm with the U.S. Environmental Protection Agerany |
am out of the office of research and developmkserve
as a senior science advisor in the engineeringdadry
in Cincinnati. I've spent my career working in waste
treatment and disposal issues over twenty sonns, yedl
in recent years have been dealing with the priatece
issues, working with the states and trying to devigs wa
that they can utilize existing infrastructure in aging
CWD waste. We've also dealt with some of the BSkes
as well. So we're very much engaged in working \néh t
states on this issue.

And | presently am also working on the
Interagency Work Group for Prion Science, and it's a
federal agency effort to look at what are thenseie
issues related to prions, what's the state arthe
what are the data gaps, and how we need to develop a
national plan to move forward on this issue. Anahl a
serving as the co-chair of the Persistence, Mezdtand
Disposal Work Group right now, so | think the

NNMNNNNNRRERRERERERE
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deliberations and discussions here will be venyaldé
in moving forward with the work on this group as well

MR. NEUMANN: We do have two panel menrsltdat
were unable to be here. Steve, would you like to just
give a little --

DR. SHAFER: Yes. Dr. Katherine Mdh\a is with
the University of Wisconsin, and she's currentlygloin
research in the area of prions and their movemehe
environment. She's on international travel anddn't

be with us this week.

The other panel member that's not helagyts
Dr. Ermias Belay. He's with the Centers forchse
Control in Atlanta. He's a human health expethis
area. He had some problems getting here last aghg
will -- he is, | believe, on his way this morningl amill
join us early this afternoon.

PR ERR R
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MR. NEUMANN: He had plane problems. Bxp
the --

DR. SHAFER: He actually got his planétianta
last night, and it took off and was hit by lightening in

storm, and the plane had to return to Atlanta aash'v
able to get connections to get here in time this mgrni
So he's a good guy to try to -- try to be here with us
today, and it's important that we have his input,'dnd
be very grateful to him for his efforts to get here.

13

MR. NEUMANN: And next to me on myigs John
Dunn, the assistant director of water and pollution
control for the City. John, if you want to --

MR. DUNN: Good morning. My background is in
engineering and business administration. The tlbses
got to prions was a biology 101 class, so a lot sf thi
will go way beyond me. What I'm going to be doing is
serving as an alternate for Tom. We're botHaaito
you while you're here in town these next couple.d8yg
over the next few months as you work, if he's not
available, | would certainly be available to provide
whatever assistance | can.

And one of the primary things that I'm goang t
be trying to make sure that we can do is to make stre th
the purpose of what we're doing doesn't somehowget lo
in the process of doing it. We've spent an awfudflo
time the last couple of months trying to work out the
process. | will always be the one coming backgayif
the answer is we can't do it that way, well, lvaw we do
it? So that will be kind of one of the roles thHhbe
serving and helping you with.

DR. SHAFER: My name is Steven Shafea,lan
the area director for the Midwest area of the AISD
Agricultural Research Service. That's the manageme
structure in which the National Animal Disease €eist

14

embedded. My office is in Peoria, lllinois.

I'm not a subject matter expert in tiidsit for
the record, my academic background is in plant padkol
| was a researcher on the effects of air poltubin
plants and soilborne microorganisms. | have some
background in risk analysis. For five years | viags t
national program leader for global climate changeareh
in the Agricultural Research Service. And curyeith
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the area director and have been in that posdioa
little less than a year. | was associate thirdmefore
that.

My role in this is not as a panel memlered
to be very clear on that. I'm not a member af gwoup.

I'm charged on behalf of USDA to manage this process a
see that it gets done and work closely with MuriNenn,
who represents the City. And we will be your
co-coordinators but certainly not members of the panel
We do not share your expertise.

MR. NEUMANN: Any questions so far? Téagood.
Moving along with the agenda, then, the next item of
business is the panel charter. You should all haopy
of that in your packet. And | will just briefly rew
the issues as we identified and laid out with tB®A,
with NADC officials back in May as to what wenee- what
guestions we had or what issues we need to addtéess in

15
expert panel.

We're asking the panel to identify sciematily
accepted methods for effectively destroying prioie.
want to make sure that we are implementing tte sif
the art and understand what that is. That daesalh
that we need to go miles past what's necessandtari
effective treatment or inactivation. We wemknow what
levels of inactivation are achieved by different
methodologies and how those can best be applied i

particular areas.

We want to address and assess the conasers
regarding what is presently taking place at NAD Cvetmak
has taken place at NADC in terms of the destmuctio
prions in past research. As we understand from@GIAD
officials, TSE research has been ongoing fomabeun of
years, initially involving Scrapie, which is an
indigenous, as | understand it --

Again, we're beyond my area, so I'm tryang t
provide what information | have. As we indicatad s
being taped, and it will be repeated for the Ames public
on our cable TV channel. So I'm trying to provide them
the same -- bring them up to speed to at leastvbe |
of knowledge that | am. And that's not saying much.

But addressing what has been the practice at
NADC, recognizing that what might have been dori®©@0

16
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may have been the state of knowledge in 1990; and as
knowledge increases over time, have we seen sesea
improvements in the actions and activities at NADC
We also want to determine the risk posed t
humans and to the environment from the reseatahti@s
relating to prions at NADC. We have staff theatento,
by the nature of their job, enter sanitary sewers
Wastewater flows to our treatment facility wheuve staff
have contact with that wastewater. And itganant to
us, it's important to our staff to understand what the
risk, what the threats are to them in their daily
activities. And so we need to have informatioh liedps
everyone understand what risk they have, theynarenay
have been exposed to and will be exposed to.
We also are asking for information fram yn
terms of if remediation is necessary at NADGatwv
scientifically-based treatment, pretreatment,
de-activation can and should be identified andamphted
at NADC to provide an acceptable level of protectioau Y
won't be in the business of doing a design. Ygoig
to identify methods. And the responsibility, therfor
the City of Ames and USDA and NADC to come tongeas to
what needs to be done, how fast it needs to be dhea
it needs to be done. Those are areas that yduhdee'
to worry about. That's an administratively cactiwal

17
relationship between the City of Ames and NADC.
So that's the four questions that wekeg
the panel to address and provide information to us on.
Steve, would you like to --
DR. SHAFER: Do you want to cover the
deliverables?
MR. NEUMANN: Oh, yes. We are expagtthat
there will be a written report from the partethe
conclusion of the investigation addressing the foun ma
issues. We are also anticipating that therebeitht
least one additional public session at the enlaeof t
investigative period when you deliberate your conclusions
and recommendations. And that will also be in this
chamber. It will be taped and recorded, and thérbev
a meeting in the public just like this one.
And that time frame that we're lookingadt
we had discussed with USDA and NADC several months ago
would be approximately ninety days. If you can do it
quicker, that would be great. The questions are there,
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the public interest is there, public concern is théve
would like to be as open and transparent as possible an
address those issues as rapidly as we can provide goo
sound, scientific knowledge. And that's what wasieng
for your help in.

DR. SHAFER: Thanks. Well, again, gomtning.

18
I'd like to start off by, like Mr. Neumann, thankiegch
of you for agreeing to devote your time and experise t
this issue and go about some business in publid'sTha
something that we really appreciate, that you're &ied
making the effort to work with us on this.

I'd also like to thank the City of Anfes
hosting the meeting here this morning and, in gerferal,
being a good partner over several decades of USDA's
presence here in Ames. Mr. Neumann, as we sdhig i
co-coordinator with me. He's on the City side. with
the USDA side. And I'd like to thank him also for his
partnership in working to get us to this point.

We're working under certain laws and reguiat
that guide committees and panels like this that are
providing input to the U.S. government and USDA in
particular. So | need to cover how you're goingeto b
conducting your work under these rules and regulatia@hs an
guidelines.

This is going to take a few minutes. You have
most of it in writing in front of you in form ofie panel
charter. But for the benefit of just getting ltoait
on the table and also letting others know who dar# h
the charter in front of them, I'm going to takettime
and work through this. So bear with me as we go through
this.

19

We have some boundaries and parameggnseixd
to be observed by the panel. The purpose of your
committee is to evaluate the potential prion disgés
into the wastewater. Other issues that ameated to
that, specifically to prion discharges and waatew are
outside the scope of the panel's activities.

If you come across some other issussytiu
identify as important, this information shoulddoevided
to Mr. Neumann and myself, the co-coordinatorst Bu
except as it relates directly to this issue afrpri
discharges, the panel shouldn't spend its time evajuat
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NADC's internal administrative or personnel issu€hese
are beyond your scope. You are a science and tdchnica
panel.

Similarly, the panel is not charged wnyimg
to determine if any laws or regulations were violatad.
fact, we have a separate -- some separate quegtiogs
on, separate activity related to that. Again, your
panel's work is to focus specifically on the technica
issues surrounding the potentially prion-contaminated
waste disposal practices.

While we would hope that you would all gseets
come to a unanimous opinion, I've worked with expert
panels before, and | know sometimes that doesnt.oc
Shocking thought. But you may not come to unanimous

20
opinions on every aspect of this issue. In faetgth
may be some dissenting opinions. And where it's
appropriate, the final report that Mr. Neumann mentione
should make note of that. We want to know thée want
to know where the uncertainties are amongst Vdéhere
you're in agreement, we need to know it. And whetée
in disagreement, we need to know that as well.

The minutes of meetings such as thisaahee
public information and available to the public upon
request. You will be engaged in some activities that
aren't in the public, and that's mostly fact finding.

There won't be any minutes of those kinds of meetings
where you're gathering information. But any kind of
meeting like this in which decisions are being made and
deliberations being done, there will be at leasilddta
notes. We have a court reporter here with usaland

this meeting is being recorded.

We would like your conclusions to be based on
peer-reviewed science whenever that's possible and tha
kind of material is available. However, considgtims
particular area of research, we realize thaetimay not
be peer-reviewed papers out there on every posaie a
In this case, we're relying on your expert opiniongt yo
expert background, your perspectives on this issue. And
you may wish to provide information that you know of or

21
other organizations are doing something or other
laboratories, where there's a benchmark forewwer might
compare.



In some instances you may have toaelyst
your own professional judgment in the broad sensdaf
you know about your own areas of science. If yothan
we want to know what those are. We want to knonatw
those professional opinions are. But we wantgou
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identify these professional opinions specifically@sr
professional opinion. That may be somewhat [k ioa
scope of peer-reviewed literature that you can cite
chapter and verse to.

We would like to know, when you expressehos
opinions, what's the basis for it. In other wondsn
you say "my opinion is this," to the best of yohitity,
can you tell us why you think that? That will beyver
important to us as we work through this.

I'd like to remind you and also the public that
you are acting as experts, as individual expertsun y
field. You're not speaking as representatives or &gent
of your specific federal agencies or your universities.
In other words, this is coming out of your expewdise
your knowledge of this subject. We're not asking for
endorsement by your respective agencies or univsrsitie
this. This is your product.

22

Mr. Neumann said that we would like toehgour
report in ninety days if at all possible. We vdoul
really -- we would really like to try very hard ta ge
that from you within ninety days.

We're going to give you access to all aviaila
information that we have on prions and as it relaie
waste disposal at NADC. Our records are avaitabjeu.
You may speak with NADC administrators, reseangh
animal care staff, environmental health and biogafet
staff. The facilities are open for you to toutake a

look around, to ask questions. We want you to thoroughly

examine this and give us your best shot at your opinion
and what you think, what your opinion is on this.

From my standpoint and also from Mr. 8,
the city manager, we are giving you access to thegeopl
that you think you need to talk to, the records yolkthin
you need, again, facilities, et cetera. You ns@y u
public records that are available through relevant
agencies. You may use whatever information you think
fit to address this question.

Now, this process is going to be under the
co-coordination of Mr. Neumann for the City of Anaesl



23
24
25

NNNNNNRRRERERERE
R WNRPOOONOUDRWNROOONOORAWNE

EhRNEBO0oo~NoURwWN R

myself for USDA-ARS. The way we need to -- Véedhto
make sure that information that's available toadry@u
is available to all of you so that individual -- wpect

23
you to come at this from different perspectivasabee
you come from different areas of science arféreint
backgrounds. We expect that. But we want yoto ddave
the same information. So we need to coordinate that
information flow pretty carefully, and so we'lMeasome
comments about that.

But again, Mr. Neumann and | are not to be
thought of as members of the panel. We don't have
anything to contribute to the deliberation itseltur O

role is to make sure you have what you need to get your
work done.

So in terms of communications, we wdilgkel --

Mr. Neumann and | are asking that you communicate with
both of us. After you leave Ames either tomorrmgit or
on Friday, you may well have other questions thsg.ari
You may have other documents that you have curiosity
about.

You have both of our e-mail addressebat\Wd

like for you to do is make those requests simultaiheous
to both of us so that Mr. Neumann knows what youkia@s
for and | know what you're asking for. That waiy/sfa

City thing, he can respond, and | can keep tabs od it an
know that he's gotten back to you, hasn't gone fishing or
something like that. And by the same token, if gou'r
making the request to me for information, he neelsdw

24
what the nature of that is and whether | haveoresed
quickly for you. So any requests after you leavé] we
like for you to e-mail that back to us. We'll work
together to get it to you and make sure that the other
knows what's happening.

You're going to develop your own methods for
conducting this evaluation. One of the nice things in
hiring an expert panel is we ask you your opinion and the
we step back. We're not going to tell you hogwd@bout
this process. That's probably one of the firstreroe
business | would suggest that you figure out is exactly
what process you're going to use.

But when at all possible, we would like all
members of the panel to be involved in anything.
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Obviously, with eight people that are busy and have
various schedules and so forth, as we've already se
it's tough to get everybody in the same placeeatdme
time. So we are having a quorum.

There are eight of you. Two of you aigsing
today. For the panel to do its official delibemtype
business, we're asking that five of you be availabte.
if we can get a quorum of five, we'll meet. Andtfarse
who aren't present, we'll get them the informati@h a
summaries of what happened as quickly as possible. But
again, we want them to have the same inform#tminyou
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have. But if we can get any five of you togethemgt
one time for the actual deliberative process, titet's
what we'll have.

Again, | don't want to be in the pasitof

telling you how to do your work. However, I'm gotng
offer you one strong suggestion, and that is yousghoo
from among yourselves some sort of coordinatormeso
sort of chair through which the communication pse@an
work. You may have questions that you then migimédi
through a chair person who then contacts us, howeue
want to do it. But | can see some value in yawsimg
from amongst yourselves some sort of a point péoson
this. What you call that person, whether it'aror
coordinator or what have you, will be, of coursérelg
up to you.

Your meetings of this sort will be annodnaed
open to the public. This meeting was, in fact, annaunce
in the Federal Register. It was announced by tiyeaCi
least on your web site. | don't know if you haepth
public communications or not.

Mr. Neumann and | will arrange for those ubli
communications. Once you get a date that you waneét
or have some sort of a deliberative process, e tiee
know far enough in advance so that we can putliein
Federal Register and let the public know that this is
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happening.

We're anticipating a minimum of two niegs of
this sort, this one and one at the end where yalupeo
your final report and brief us and the public on @. S
that's the minimum. Again, the rest of it, wieetthere
are others, this is something that you're going to tmave



7 decide what you need to accomplish the work.

8 Here at this first meeting, the idetoigive

9 you the charge and have you come to grips with havwweyo
10 going to do this. Again, this last meeting we hopke wil
11 Dbe no later than ninety days from today in whicthesr

12 about your conclusions based on the informationythat
13 pull together.

14 There will be a period of time, probablytios

15 order of thirty minutes, offered at the end of edch o

16 these public type meetings for comments from the @ubli
17 Under the rules we're operating, if anybody warnftem

18 the public wants to make that comment, they halet ts
19 know in writing ahead of time. For this particular

20 meeting, no one did, so we will dispense with that.

21 You will be not be subjected to questiork an

22 answers in the formal sense from the public. 8 bhes

23 opportunities for the public to offer their obseiosa

24 and opinions on what's happening. But there will be

25 question and answer periods available where Mr. Neumann
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and | can respond to things for you. But we dopéeetx
you to become your own press agents on this process.

Now, the next point that | need to miakaretty
important because of the rules and regs. and lats th

we're operating under. The federal regulationthier
panel require that the panel or any subset of yguaoia
engage in deliberations outside of the publicly acdessib
meeting. Okay. So the process of consensus building,
debating about what you're hearing, disagreeing wath ea
other, coming to grips, coming to conclusions, wieatev
process you're going to use for that, you have toatlo th
with public access, so these deliberations or any verbal
or written discussions intended to arrive at angt kf
consensus or conclusion. So you need to keep thmatdh
as you plot out your process.

Now, in addition to these publicly acdalssi
meetings, you're going to engage in what we're calling
preparatory work or, if you prefer, fact finding. This i
the process that you will have access to documents
people, facilities. This is just the information
gathering part. We have no quorum for that. Again, you
may request that. After you leave Ames and you need m
information, you may request that from us. And
Mr. Neumann and | will do our level best to get tha
you. So preparatory work, fact finding work is not public

NNMNNNNNRRRERERERE
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activity. This is something that you just do as you go
about your business, and there is no specific quaum f
that.

But again, | would emphasize to you teatcau
engage in those kinds of activities -- And you maguss
amongst yourselves, for example, the kind of inédion
that you're getting, what you think additional inforiorat
you may want. But you may not actually engagegaoiag
back and forth about what it means and trying to reach
those kinds of conclusions in private in that way.

Again, any questions that arise outside the
meeting, the preparatory work, we'd like to get those
writing from you. Both Mr. Neumann and | would like to
get those. And we'll field them from the City loe tJSDA
as appropriate. We will provide secretarial suppoté n
taking support if you'd like. Today we have actual
minutes being recorded. But in your process of youk,wor
if you need secretarial support, we'll provide that.

Now, for some individual roles, againy'ye
heard me mention co-coordinators. That's Mr. Naarfar
the City of Ames and Mr. Dunn who's the alterndten
he's not available. And I'll be serving that purpose fo
USDA. And I'm not going to have an alternate, souf
want to deal with the USDA, you've got to deal with me.

And then we a couple people that we've datsd
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as technical resources for facilities. You mayeh

routine questions about facilities and what's there
They'll be available for any of your public meetings and
also available to you for your consultationsoifi ywant

it. That includes Mr. Dunn, who is with the GitlyAmes
wastewater treatment plant; and also Diana Whipgie,is
the acting deputy director of NADC and who is very
familiar with the facilities there. So thos®ple are
available to you as technical resources for fexslit

You're the panel members, and you've got the

primary charge, so | won't go over that. We do baee
person on behalf of the USDA Animal and Plant Healt
Inspection Service who's asked to be an observet'sT
Byron Rippke. Again, APHIS is co-located with ugiza
campus at the edge of town, so they're very curloug a
how this whole process is going to come out. And so
they've simply asked to have an observer. And, again,
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this person's not a panel member. They don't have any
role in what you're doing other than to watch astérii

In terms of the reporting process, the @it
Ames has established a web page so that the public has
information. So any panel agendas, meeting sunsndrie
we have any, might be posted there, will be pdkezé.
The web page, I've got the URL on your chart there.
Printed copies of final reports and so forth and any of
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these other documents will be available throbghQity
manager's office and the water and pollution contro
department.

Again, if you get a press request of any kired,
ask that you simply defer that to Mr. Neumann andame,
we'll handle that for you. We may need to get some
information from you, but we would ask that you hand

that through the co-coordinators.

After the final meeting where you've presd
your report, we will ask you as a group to make a
conclusive presentation that will be open to theigubl
will be open to City employees, NADC employeasgbody
who wants to hear about what you found. That wilvide
open.

And in terms of expenses, you're alreayre of
this, but for the record, USDA is handling all otiy
expenses in terms of travel and any other expereses th
panel may incur in the process of this work. Tldit's
being handled by the Department of Agriculture.

Now, that's pretty much what was writtegou
on your charge. There's a lot of informationghe8ome
of it's a little detailed. | thought it was worthig to
go over it with you. | will stop at this point befove
go on with the agenda and ask if you have any questions
comments. Dr. Detwiler?
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DR. DETWILER: Yes, just a questiorong of
this came about in the differences in the protocols
between APHIS and yourselves and NADC. Will wesha
access to the documents themselves as well, tleeqidt

DR. SHAFER: Yes, yes. Interms ded&ining
what's the difference?

DR. DETWILER: Right, and so that we eatually
look at those in detail.

DR. SHAFER: Yes. Any other questions o



10 comments at this point? Dr. Ahl?

11 DR. AHL: Without having read all of thenail

12 exchanges, will we get a more clear understandindpaif w
13 are the past and present protocols at NADC?

14 DR. SHAFER: Yes, that will be -- teatide

15 open for you. Any questions you need to ask, any written
16 standard operating procedures, all those will be alaila
17 to you. Any other questions at this point about your

18 charge? You may have them later, and we'll béadnei
19 to you, obviously, from this point on.

20 DR. KREMER: Just one quick question. Do the
21 balance of this review include what has occurrelgeat t
22 facility as well as the potential handling in teohs

23 wastewater treatment plant issues as well?

24 DR. SHAFER: I'm not sure | understand your

25 question.
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DR. KREMER: In terms of there's be&gtakssion
with regard to potential risk that may occur iffaat,
prions are discharged to wastewater treatmentsplés5o
again, not knowing, not having seen any informatos,
the bounds of this discussion clearly defined ontii¢o
procedures at NADC and stops there?

DR. SHAFER: Oh, in other words, if yavé some
curiosity about what happens with the wastewegatrhent
plant, is that what you're asking? If the parmhid
like to go to the wastewater treatment plant archew
things are handled there, that's certainly doabig. A
information, technical information about how thecesses
work at the wastewater treatment plant, thess gjttyng
to my right are the experts on that. | think any
documents that are necessary for you to make a
determination on this, they'll provide them.

Yes. It's the interaction betweentiglgoing
on at USDA and the City is the whole scope of wieite
investigating. So to determine risk, if you feel that
it's necessary to take a look at what's happenihg at t
wastewater treatment plant, that's available ticago
well.

DR. KREMER: Okay. Thank you.

24 DR. SHAFER: Anything else at this point@ A
25 opportunity to stop for a breather, | guess. Okagll, W
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1 Ithink at this point, then, we'd like to step bao#t a
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turn this over to you.

We have some things that we have put @) be
the agenda in terms of what we call process ignsst
These are things that we thought might be usefybio
to get your discussion going, coming into this reddyiv
cold. So we've provided these. Whether these are th
guestions that are on your mind at this point, feel f
to work on this short list of process questions boer

reject it entirely in favor of something else. Bugse
are some things that we thought might be usefygtithe
discussion going relative to process.

Officially we are here until noon todakhere
is no law that I'm aware of that says we have theloe
until noon today. So as soon as you people are
comfortable with how you want to proceed, asdar a
Mr. Neumann and | are concerned, we can adjourn this
public meeting and get right to the preparatory worle Th
initial stages are however you want to begin.

So at this point, Tom, unless you think we ha
anything else, | think we should turn it over to the
panel.

MR. NEUMANN: No. If you have any questi®ns

DR. AHL: | guess | do have one more @ssc
guestion. There's something about a written report no
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later than ninety days from the present hopefudiyd
then there's the opportunity or, | guess, the sgges
for another public meeting. These obviously can't occur
simultaneously. It seems to me as if we'reggtorhave
to have another public meeting to discuss our findings
before there's a final written report. Is that

DR. ELLIS: Can you define how we cancdact
conference call meetings and still have thatonsidered
a public meeting?

DR. SHAFER: That's something that -atTh
guestion just came up yesterday, and I'm working to
clarify that, and I'll have an answer for that befgu
get out of town. It would be very useful for ud¢o
able to have conference calls, | agree. How wel@an
that and allow public access, the mechanics qgflthat
need to find that out. But that's something that, in
fact, | hope by the end of today | can answer.

DR. ELLIS: Well, I think that would betime
interest of everybody involved, definitely the paared
definitely the public. Because in trying to pull this



21 panel together, you've seen some of the dynanaitdith
22 and did not work on this one. And to me it would h# a |
23 more feasible to conduct a lot of this through contere
24 calls if, in fact, that will fulfill the public paof

25 this group. So that would be much appreciated.
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DR. SHAFER: Well, | agree that wouldtamly
facilitate things. | guess the issues that | have
determine are, of course, how do we provide publiesscc
to the conference calls? What would be the nmesimeof
that? These are the questions | need to findAnd.
furthermore, we have to keep in mind that we plaseh
far enough out that if those are considered faubéc
accessible meetings, we have to do Federal Regist
notice. The City has to be able to put its notige o
So | agree that would facilitate things, but we Iséite
to adhere to some rules that we have with that.

DR. ELLIS: What is the lead time fothpof
those -- with the Federal Register and the Ginoes?

DR. SHAFER: Well, based on the expegehat |
had with this one, | would say a minimum of two kege
which | don't know if | can shorten it or not.

DR. ELLIS: Well, | don't think you neexd t
shorten it. | think that would work. Most of us @bly
wouldn't have much less of a lead time than thiagrei

MR. NEUMANN: From the City's perspective're
much shorter time frame than the federal requiresneso
when that goes in the Federal Register, we sguness
notice the same day. So that would provide ample
opportunity time wise for us.

25 DR. SHAFER: Because the process --damnlecan
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generate a federal request notice pretty fast in my
office, but then the process by which it actuadiisdo
the Federal Register takes a little time. Budoas as
that's a public document, then | send -- as with this
time, as soon as | was notified that it was losgnt
him an e-mail, and it was on their web site @mo
immediately. So we can try to deal with that.

But again, whether or not that's goingeto
acceptable or not, that's just a question that arose
10 vyesterday, and I've got to get an answer to that, and |
11 hope to have the answer today.

12 MR. NEUMANN: And | think in response touwy

OCoOoO~NOUILr,WNE
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question, it's entirely conceivable to us that aduitio
get-togethers prior to the final written report wdadd
necessary in order to work out some of the consensu
opinions and information. So you're right, they're
probably not likely going to occur simultaneously, the
last meeting and the written report. But hopethlty
report follows very, very shortly after that lasteting.

DR. AHL: Right. That was my concethqugh, if
we hadn't actually met in some sort of deliberatithag
we couldn't exactly present a written report that tiva
final answer.

DR. SHAFER: Understood. So that's pkttie
process that you need to work out amongst yourdedfis
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do you want to accomplish that, and then teliawg you
want to accomplish that.

Okay. Well, in that case, we'll turover to
you and sit back, and as you have questions, wetl try t
field the questions. But, you know, as they sattien
Wizard of Oz, pay no attention to that man behied th
curtain. Pay no attention to us sitting out heo&ing
at you.

DR. AHL: Well, it looks like we needgelect a
chairperson. And I'm willing to serve. I'm probablysl
tied to schedules -- (Handed the gavel.) Oh, daan, t
was too easy. Okay, guys, I'm the boss.

Okay. I think we need to talk about some
procedural issues in terms of what comes first. IAnd
would suggest that information gathering on methods that

have already been developed to decrease and destrosy prio

will be one of the first things we want to havéand
before we try to evaluate past or present protogols f
anybody.

And | know you, Bob, have quite a bit of
experience in that area. Do you think that theredsigh
information out there, science-based informafmmys
to --

DR. ROHWER: Well, | think we should wavkh
the science-based information that is available tleere

38
iS quite a bit of it. There's always room farrm
information, and | think that ultimately may be oheur
recommendations, is that we recommend some masearch
in this area. But, yeah, certainly we can put that
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together.

And as | was mentioning earlier, we héree t
official guidances of the WHO. APHIS itself ltagdance
to people who are permitted to work with TSE agemtd,
which not everybody in the field can reason watid we

have -- because it seems to be somewhat nmogestt
than necessary in some areas. And then | beheve

European Commission has guidelines. The United Kingdom

who has had the biggest problem with TSE in the world,
certainly has their own regulations and guideliresd |
would strongly suggest that we begin with those an wo
back from that.

There's a lot of basic science as thatlwe
can look at. There's the old work that | did in'8bes.
David Taylor's done a lot of work since then. Ribber
Sarvo [phonetic] has done some recent things.eBher
been some work with the Japanese. To put together a
comprehensive review of this issue would be a majer tas
for somebody, and | quite frankly don't have time tio
do that right now. But we can put together -- Qagtai
the guidelines are easy to put together. The recent
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science, | think parts of that we can put togedker
well.

DR. AHL: | had done some looking onltiternet
pub/net before these meetings and had found some very
recent material, some of which even is publishedas
guestioning, and maybe it's a good time to ask you that
question. There was one paper from a clinical
investigational journal that said it was possible to
completely destroy all prions.

DR. ROHWER: Well, that's certainly trugut
it's contentional. Okay. And it's a very congikad
subject because prions intrinsically, from my wwdnein
the '80s, showed that they're not intrinsically th
different from viruses in terms of killing them. But
there's a common wastewater treatment problerciated
with them, which is the inactivation of the biopbas
And so you have residual subpopulations that are much

harder to kill than 99.9999 percent of them.

And that's been a problem in vaccinology,
wastewater treatment, water purification, thentesgehat

it has -- the context in which the agent findslfitand
its associations with other material and that tfpe
thing. And this is something that we will have to



24 consider, | think, in our deliberations because that's
25 going to be extremely important in a wastewatstdirge
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from animals. Animals don't shed a lot of infecfivit
In fact, in the case of BSE in cattle, thene'®vidence
they shed any.

And so it's a -- we're working probablyhwit
very, very small amounts of infectivity. And the
context -- but the context in which it mightigenixed
with straw and things like. And those are thing$aee
to consider. And there is no direct researcthantype
of inactivation actually.

DR. DETWILER: The other thing that |wie
suggest | think it would be good for us to gather are --
as Bob said, the EU Commission has guidelineshelEW
Scientific Steering Committee also has a nuraber
opinions on different methodologies and actuallyitopk
at, you know, sometimes basic research, sometiskes
type of assessments. And | think that would be anoth
good source of information for us to go to.

One other aspect -- So if we look at the
inactivation side, | think that's one. But | thihk& t
other thing that we should gather information onds th
scientific information of what either secretions,
excretions or tissues would harbor infectivity amd th
amount of infectivity that might be involved.

So | know in some of the documents it was
mentioned fecal material, urine, and | think it would be

NNNNNNRPRRRPRRRRRR
ORONRPOOCONOURAWNROOINOORAWNE

41

good to gather the scientific publications that wgule
us either indication there was infectivity,
noninfectivity. But I'd also like to see in that
information gathering, is that the sole thing thatiek

be going, or in the necropsies are there othenimaite
tissues that may be involved?

DR. ROHWER: 1 think if | could jump inree |

think it's important to recognize that there hihk

we're dealing with two classes of problems henee i©
laboratory waste, which is much easier to cortmduld
guess, than excretions and secretions of aninzdsi$e
there's a lot less of it. It can be treatemlitoclaves
and that sort of thing to, you know, get huge excesses of
margins of safety because it's low volume, anchatgly
that material ends up being incinerated. So it gets

HREbREBoo~N~ourwn R
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treated very differently.

| think that the real issue here, agleustood
it -- though we have not heard the whole problenapet
actually haven't seen the charge against the NADC's
current practices -- but my understanding is thabbne
the concerns is how do you handle a large anikesé |
cow and its material that's cleaned up out ofalslest
and goes into a waste receptacle and is treated, and
that adequate?

That's quite a different type of probleantthe
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laboratory problem because really | think thedatory
problem is something that we can deal with relativel
quickly in the sense that there are very stringen
protocols you can apply. It's easy to change tmehtca
make them more stringent if you have to. Andy¢hat
stuff should be sterile before it goes -- befbre
goes -- as its ultimate output. And to the redtieat it
gets incinerated, we all expect that it is sterile.

DR. AHL: That brings up a question thabpps
we need to address to you. Are any of the tissues othe
than urine, feces, saliva, whatever that conoes the
animals themselves, is there anything else goinghato t
wastewater? |s there any lab waste like tissues?

DR. SHAFER: Dr. Ahl, I guess | would aski yo
defer that to when we can get you into a situatioerev
you can interact with the people who can answer tha
guestion. As you know, I'm a plant pathologist, and |
wouldn't be well-equipped to that. But certainly that's
the kind of question that we anticipate you asking.

DR. AHL: So we need to define that qoesti

DR. DETWILER: | would ask that too.

DR. ELLIS: And I think when we get to that
stage, this would be the time to compare NVSL anBGIA
procedures so that we're looking at the whole pietilire
at one time instead of bits and pieces.
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DR. AHL: Right. Is there specific dance at
Csu?

DR. ELLIS: Yes.

DR. AHL: Do you know anything about the
University of Wyoming's research in this area?

DR. ELLIS: | know quite a bit about ithave
not seen their specific documents. | know moreitaibe



8 premise behind the research that University of Wiygns
9 doing and some of those outcomes. The day-to-day
10 practices, no, I'm not familiar with that.

11 DR. AHL: Okay. And the study at the lab

12 DR. ELLIS: Right, the Sybille Wildlifeesearch
13 Unit. Again, that could be -- Those protocols, lot n
14 familiar with those. I'm somewhat familiar witre

15 Colorado Division of Wildlife procedures.

16 DR. AHL: Could you get those for us?

17 DR. ELLIS: | can ask.

18 DR. AHL: You're closer to those sourites we
19 are.

20 DR. ELLIS: T'll be going through Laramie.

21 Probably won't have time to stop, but | can definitely
22 talk to colleagues there and I'm sure | can get that
23 information.

24 So I'll look for information on handlingtbé

25 animals and handling of lab as well as animal -- abrm
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day-to-day waste excrement from those animats bioth
the University of Wyoming Veterinary and Animal eliy
no, it would be the Veterinary Sciences Departjradst
from Division of Wildlife at Sybille Research Wnand
then the Colorado State University procedures. Aldd |
have those.

DR. ROHWER: And I'd like to point aarte other
aspect of this problem. | think we also have to be
careful about distinguishing diseases. And therévway
10 TSE diseases that are horizontally transmitted.ki@dw
11 thatone is Scrapie in sheep and the other @W/3.

12 And the BSE does not seem to be hoalgnt

13 transmitted. You can transmit it by feeding itesit

14 cows or humans. But it doesn't seem to be sprehd in

15 environment, as far as we can tell. And we hawellext

16 epidemiological data from the United Kingdom supporting
17 that point, in particular a huge accident theth ®5E.

18 And the requirements for waste treatroant

19 those two diseases are probably quite different as a

20 consequence. And we presume, but don't know for sure,
21 that because they're horizontally-transmitteelagiss, in

22 some way the animals are shedding infectivity, enchagh t
23 it can be communicated from one to another, thowdls th
24 not a -- the actual method by which that's done ia not

25 proven point for either of those diseases.

OCoOoO~NOUILrWNE
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DR. DETWILER: There's some routedeast for
sheep, that are pretty much --

DR. ROHWER: Yeah, we know that birtaste from
sheep is contaminated. So that's an issue. Eaherh
sheep also shed it in other ways is not knowmd if's
kind of presumed that CWD must be -- or it seenheto
much more communicable than Scrapie in sheep.

DR. DETWILER: And I think the other fact- |
don't know how pertinent -- but take into considenat
the potential co-infection with the chronic inflantorg
condition, if there's anything in the records thadd/
suggest that, because then you might have even oubes r
of transmission, specifically urine.

DR. COLBERT: Excuse me, if | could justp in

here a second. I'd like to ask a question to you,

Dr. Rohwer, for my benefit, not being an expethis
area, and perhaps for the benefit of the public ds wel
Could you explain a little bit more about what itameto
be horizontally transmitted versus something thdt be
horizontally transmitted?

DR. ROHWER: What | mean by that isap& and
CWD seems to be -- they seem to be contagiousseise
they are contagious diseases. If you put an infected
animal into a flock of other animals or herd of othe
animals, the other animals will contract the diseas
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That doesn't seem to be the case with cattiexample,
and BSE. Doesn't seem to be the case for hunthes e
and, of course, Creutzfeltdt-Jakob Disease. 8win
latter case, the disease is transmissiblet'buayi
really overt inoculation of the animal with the
infectivity of another animal. They're not goingget
it just from commingling.

DR. COLBERT: So that's the feeding pants

would actually have to eat large quantities?

DR. ROHWER: Yeah, in the case of B8& know
it's feeding. Inthe case of CWD, it's not sarcle

DR. DETWILER: And not necessarily lardes
now a milligram dose of brain material transrditte a
cow orally.

DR. ELLIS: I think too when you said arectéd
animal can transmit horizontally to other animals i
herd, there is a very definite species barridr @itvD
and Scrapie.



19 DR. ROHWER: That's definitely true &irthese

20 diseases, is there are very strong species lsdaier

21 transmission between species.

22 Now, let me -- | think part of your cosifan

23 about my remark is | was presuming something. 1'm using
24 horizontal transmission as evidence of sheddirt, an

25 that's really what I'm getting at. In those tvwaedses
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we have some indirect evidence that there dshg of
some sort, so we have to be more concerned altbanit
we do for BSE where there's no evidence atatlitte
disease is being shed.

DR. COLBERT: Actually that leads roeatrelated
guestion, which | guess is really sort of a fautifig
issue. What are we dealing with at NADC? Whicthese
diseases? All of these diseases? Do we kretvathhis
point?

DR. AHL: Let me -- Just from reading enals
11 that have been provided in the packets we all retdive
12 think in the past it's only been CWD; is that cdftec

Boo~vousrwnr

13 DR. DETWILER: Scrapie, right?

14 DR. SHAFER: CWD and Scrapie.

15 DR. AHL: Scrapie and CWD.

16 DR. SHAFER: Yeah. We probably ought tierds

17 lot of this, just to the opportunity to get you defuati

18 information where it's most accessible rathen ith a

19 forum like this. Again, I'm not equipped to answer your
20 question. I'll have to defer to others. I'd really

21 rather wait till we have the opportunity to get yaai th

22 information.

23 DR. AHL: But there was some hint thatytre

24 going to begin BSE research once this panel hakduh
25 deliberations, so | think that needs to be parteof th
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consideration.

DR. ROHWER: They have a mission to sil@
diseases, and so my guess is that we should cotisder
whole spectrum.

DR. DETWILER: | agree.

DR. KREMER: | want to follow up too tre
materials discussion, in particular with regarth&
laboratory materials. We need to distinguishstiiel
wastes versus the aqueous wastes that are gerarated
10 make sure we have a training for both of those and how

OCoOoO~NOUILhWNE
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those are managed. And again, the tour will be good.
There may be already a designation for what feibsa
level is operating in the lab and may answer some
guestions right away in terms of how some otthployees
really handle that.

DR. AHL: I'd like for us to go back, anckal
practical question, since everybody's real busgrms
of looking at WHO guidance, the APHIS guidance, tke U
the EU guidelines, and some of the basic scienos&t H
accessible are those materials? Are they dhen
Internet?

DR. ROHWER: A lot of it's on the Intet. The
UK guidelines, I'm not sure how to find them.

DR. DETWILER: | can volunteer. | camtact
someone in the UK to try and query the UK as welBU.
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DR. AHL: Okay. Do we have someone taat help
us distribute materials to all of us quickly andlgas

DR. SHAFER: Yes.

DR. ELLIS: Can I interject somethingam, a
point of clarification. Things such as this, wiieose
on the panel and you two as co-chair of the pael--

DR. SHAFER: Co-coordinator.

DR. ELLIS: Co-coordinators, yeah. Wegeone
chair, thankfully. -- and this information is dea
available to the panel through your or whatever links,
then would those same memorials be posted onntias Aveb
site or somewhere else so that that also stdle
public realm of accessibility? What are the paramete
that?

DR. SHAFER: Well, I don't think -- | ggasy
feeling is that we're in the business of providing yo
with the information that you need to do your wark.
don't know that this is necessarily an effortciocate
the public on what material is out there. Thaf stuf
isn't secret, obviously. It's publicly availabletiom
Internet to anybody that wants to Google it. | gugss
feeling is that | want to provide you folks with wiati
need to answer the four questions that the City haslpos
One of those is not raw public education.

DR. ELLIS: Okay. That was what | wathto hear

50
one way or the other, and that's an answer.
DR. DETWILER: So if we get this inforneat, we
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send it to both of you, and you will disseminate it?

DR. SHAFER: We will disseminate lit.you find
it and get it to Tom and me, we will get it te tlest of
you.

DR. ELLIS: And it's the same thing wtitie
material that Nell asked me to find regarding procedure
at Colorado and Wyoming, if those are hard copiesn |
send hard copies to you and you'll distribute?

DR. SHAFER: We will have a mechanismvhbich we
get them copied and FedEx'd to get in everybody's hand.

DR. AHL: Okay. And, Bob, could you easily

provide the URLs for the WHO guidance, the EU guidance,

and some of the basic science papers that are most
valuable?

DR. ROHWER: What | would suggest is thabitk
with Linda on that, if we could work together on mgiti
together a package and sending it --

DR. AHL: Okay. So you two will work omat.

DR. DETWILER: Yeah.

DR. AHL: Okay. I think we've got to look at
that very quickly. And | know that I'm not even stinat
| have the time to be a complete reviewer of tBait |
think we all need to be at least familiar withefore
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we proceed any further. So if we could get that back,
turned around in a week, is that -- That's presiy fa
But if by this time next week we all had that, thauld
be a great start, | believe, for us to go on.

Okay. So if we get our scientific methfmis
destroying prions, if we get that information outntive
can start looking at past and current NADC methédasl |
think we're going to have to wait until we do some
visiting of the facilities and with people bothls

City and at the laboratory. Before we do anyszasg,
we've got to gather more information on that.

DR. SHAFER: Excuse me. One thing tnstt |
occurred to me that might facilitate documentitistion
is that if these things are available as PDI5 pdeyou
can at your own facility convert them to PDF files,can
disseminate them electronically much faster.

DR. ROHWER: And, Nell, I'll also includeet
SOPs from our own lab for the decontaminationasfte:

DR. AHL: Okay. CDC also has matesiakll the
different human varieties that they use. And I'm
presuming that you will not be working with human
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materials at NADC,; is that fair?

DR. SHAFER: To my knowledge, we don‘thdman
medical research.

DR. AHL: So might we exclude that froar list
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of prions that we concern ourselves with?
DR. SHAFER: Again, | guess | would urge §mu
go back to the specific -- the prions and the waster
that we're dealing with at NADC. | think that vinélp
you focus the scope of your work. That's actyally
charge.
DR. AHL: Focus on the animal-borne psio
DR. ROHWER: | don't think there's matka
problem here, because the work that's been dnbeden
done almost entirely on rodents, and we're eXaapg
to the TSEs -- to the large animal and human TSEsagny
and so what we're going to be providing is a generic
response. It's not going to be specific to paaticul
diseases.
DR. ELLIS: One other source of informatiif
it is available -- and I'm not at all sure it ibut it
would be the chapter on prions from the BMBL thatikho
be coming out real soon. The 1999 edition had a chapte
in there on prions for the first time, and thémnk
the 2006 edition should have an updated chapter on that.
| can inquire as to whether they wouldass
that chapter. It's my understanding that the whole
document is essentially done except for a fele litt
points that are holding up the whole document. And i
that would be released, that will help us a lotabse
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this then would be the guidelines for all of thempr
work research in this country.

DR. ROHWER: What's the BMBL?

DR. ELLIS: The Biosafety in Microbagical and
Biomedical Research Laboratories.

DR. AHL: That would be excellent if yoalo
that for us.

DR. ELLIS: But I'm not sure they wouddeiase
one chapter. | really am not sure. It's probaidye
likely they won't. But hopefully that whole document
be out. Can't make any promises.

DR. AHL: If they will, it will be a gitsend to
us and not have to wade through a bunch of stuff.
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DR. ELLIS: Yes, I think that would beexyw
concise way of assessing a lot of the thingswbateed
to assess.

DR. AHL: They've probably already revidveelot
of this literature.

DR. ELLIS: Yes.

DR. ROHWER: In the past, though, theyehdv
dealt with things like the waste from pens and thikgs
that.

DR. ELLIS: No, they haven't.

DR. ROHWER: It's strictly laboratoand a lot
of that stuff comes out of our own SOPs, so I'nsnot
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sure that will help us that much.

DR. ELLIS: It would help to be sure thet
weren't outside of that, I think is the main thing.

DR. AHL: Okay. Item two that the
co-coordinators have asked us to look at -- we're ¢going
have to wait for more information later todayg an

tomorrow -- risk to humans and the environmentd, An
Fran, I'm hoping that --

DR. ROHWER: If | could just interruprb.

There are some things, though, that | think thatwe'
going to want, under item two, and | hope that wibeil
able to collect that during the next couple of dayse, O
| would like to see the design brief of the syditestis
being used for this at Ames --

DR. AHL: I'm sorry?

DR. ROHWER: The design brief, you knbaowy
they -- how did they come to the determination taditw
they're doing and what were the rationales behitikit,
engineering, the implementation, and --

DR. AHL: Of current and past methods?

DR. ROHWER: No, I'm interested in thewrent
methods, | mean, methods that they're proposiagetdor
BSE, which | think is probably the more important probl
here.

DR. AHL: Yes.

55
DR. ROHWER: And | think we need to detine
target inactivation, what we're actually dealinthw
because | think we will be able to separate thatdes
laboratory waste versus this kind of new categbry |
don't know what to call it but --
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DR. AHL: Husbandry waste.

DR. ROHWER: Husbandry waste. And rkht
would be good if we could see the wastewatembesat
facility, because there are issues there, aadbthne
basic principles of managing TSE risk is to use riae
one method of control in the laboratory.

So we gown. We also disinfect. We doentloan
one thing to protect ourselves, and we do more than on
thing for protecting the environment. We use typically
chemicals because they kill differently than h&¥e can

use them together or in sequence or something like tha
But the wastewater plant is also going to haveessort
of processing that we should just be familiar Wwébause
it may be inadequate. It's something that could add to
the overall risk security from this stuff.

The other thing that | think we would likede s
is SOPs, in particular, how that system is goirgeto
operated. Training is something that I'm very intedeste
in, how it will be maintained, and how the engiimepr
staff will be trained to manage it. These drthalgs
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that we've had to deal with in my own laboratofyd
they're not trivial.

And then, finally, | think you're gettirgrisk
assessment and --

DR. DETWILER: Can I -- My understamgl though,
is that we are supposed to look back at the pastslso
that correct?

DR. SHAFER: To the extent that itpseyou
determine whether or not we have a problem currehtly

mean, we're not interested in the past for teespeake
necessarily, but --
DR. DETWILER: Right. But to see tlimquacy,
is that correct? So we would require, then, tke pa

I'd also like to add on there, too, then#s o
thing to look at an SOP, but to talk to the peopleam
it's really done.

DR. AHL: How it was implemented.

DR. DETWILER: How it was implementedht, and
if that's been any kind of change.

DR. AHL: | would like to -- I'm not surevant
to go down in the sewer, but | would like to knowatvh
kind of exposure there is between the NADC facalitgt
the final wastewater treatment plant. Surely'taanot
co-located.



25 MR. NEUMANN: No. We're about 5 milgs&.

57

DR. AHL: Okay. So there is some --

MR. NEUMANN: So there are lots of nasles
between here and there. So there is accefgsibithe
city sewers all over town and as we move sotitbven

where our plant is located.

DR. AHL: And you can provide us more infation
about that?

MR. NEUMANN: Certainly.

DR. KREMER: How do you manage your bios®

MR. NEUMANN: Biosolids are anaerobigal
digested and then land applied, all of -- 100 percedit lan
applied, Class B biosolids, to agricultural croplandy co
and soybeans, with some set-aside areas for thwengro
season. When we can't be applying in the row cr@g,are
we have some grasslands and some tree areagtapply.

DR. KREMER: And what's your volume proaurct
annually, roughly?

MR. NEUMANN: Approximately -- designed for
approximately 3 to 5 dry tons of biosolids per day,
about -- Well, that's a little high actually. Aib&00
to 1,000 tons per year in dry tons.

DR. AHL: I'm going to ask that we ask specif
guestions later when we visit the facility.

DR. KREMER: Yeah, | was just trying to get
handle of the big picture.

NNNNNNRRRERERERE
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DR. AHL: Okay. It's pretty big. Okalran,

Jim, Bob Ellis, you all have not indicated things tfou
would like to see.

MR. COLBERT: | do have some questioBst they
fall into | think what you just defined as specific
guestions. And so | don't know whether I'd bring up
anything else at this point in time.

DR. AHL: Okay. Bob Ellis?

DR. ELLIS: I'd like to agree that we eh¢@ see
10 the NVSL procedures for handling this waste and coniipare
11 tothe NADC. |didn't see areason to chime in.

12 Everything else had already been pretty well covered.
13 DR. AHL: Fran?

14 DR. KREMER: 1 think just overall I'm énested
15 in the materials flow, what's coming from the labere
16 it's going to, from the aqueous and the solid wast¢ poi

OCoOoO~NOUILhWNE
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of view so we have a good handle of the movement of
material. So, | mean, I'm very interested in gtondpe
treatment plant personally and looking at your omersti
downstream from there as well, the land appdinati
aspects as well.

DR. AHL: Jim, can you tell us more atibe
flow from the treatment plant into the locakains? |
mean, I'm asking.

DR. COLBERT: | may not be the bestparto
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tell you that. As a matter of fact, | think tmey

sitting right here. The treatment plant is ddvaasn of

Ames. The effluent, as | understand it, entstseam

called the South Skunk River and can be used on
downstream. The South Skunk is a direct tribudatlge
Mississippi, so it enters the Mississippi in seast
lowa. Have | said anything wrong so far?

MR. NEUMANN: No. Sometimes we're tinly flow.

We haven't said that.

DR. AHL: Allright. So we'll get intgacifics
of that, then, when we talk later.

DR. COLBERT: Certainly.

DR. AHL: Okay. Is there anything else under
item two on our charge that we want to ask about in
general? Let me just briefly review and make sute th
I've got everything.

We want a design brief of the currenthods.

We want to define target inactivation lab wastsu®
husbandry waste. We want to view the wastewatantest
facility. | think all of us have a hunkering to Heat.

DR. KREMER: After lunch.

DR. AHL: Oh, don't get so picky. We win
look at standard operating procedures for the wastewat
treatment and maintenance and also the trairsitigat
correct?

60
DR. ROHWER: Uh-huh.
DR. AHL: We want to have some sensee don't
have to go see all the man holes and look downy®

would like to know about the quality of the sewe, t

nature of the overflow from the sewer, if thatreoccurs

with flooding and so on. And we want to look &S\
waste procedures, and we want to look at magehath

aqueous and solid. Is that our list?
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DR. DETWILER: Just put "past” with thlbse as
well. You said "current.”

DR. AHL: That was only for the firstegrbut we
will ask past and present. And if there's any design
changes anticipated in wastewater treatments that
something that we would like to at least know thatrgou'
thinking about.

DR. COLBERT: Dr. Ahl, I would like to add --
Again, this would fall into the category of questitvat
really we're going to address later in more specific
circumstances. But everything's that's been disduss
thus far with wastewater have referred to theagnit
sewer system. My presumption, although | don'lyreal
know if this is true, is that any effluent assodatéh
the animal husbandry is entering into the sanstgstem.

But one thing I'd like to be certain ohigtt
there is no possibility that it's entering into $term
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sewer system, which does not pass through the &eatm
facility at all. It goes directly into the sams. |
certainly don't know that there's any reason to worry
about that. But that's one of the things I'd tikkbave
on our list that we cross off, that whateverdkof
agueous waste that emerges from the husbandry pgogsn
into the sanitary sewer system and there's n@ment, no
flow into the storm sewer system. So just pohibur
list of things to check.

DR. AHL: Okay, very good. Good question.
Anything else? Okay. Taking a look at item thriee, t
risk posed to humans and the environment from currdnt an
past methods for the destruction of prions. So we're
looking at the current and past methods of destruatidn
assess -- yeah, the human -- or take a look aske
posed to humans and the environment.

Okay. Is there anything in particular that
want to bring up here, or do we have -- Mostly I'nmgy
to get a handle right now on the things that we wan
see today and tomorrow so our co-coordinators caroplan
schedule and make sure we get to see it. So is there
anything in particular here that we want to talk about
those terms? | think that's almost going to besuny
that comes after we have more information, deitir on
this or discussion of this.

62
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DR. ROHWER: Well, | think this is thiage
where | would say that we need to discriminate b&twe
laboratory waste and animal husbandry waste, betaus
think those two waste streams are going to be quite
different. And hopefully the laboratory wasteeai is
something that's been historically there for a tong
and they have effective ways of dealing withAihd we
may be able to dismiss that from our consideratigut
that --

DR. AHL: So that really refers us bazhtem
two, we want to look carefully at lab waste dsso

DR. DETWILER: Very much so.

DR. ROHWER: Yeah. We have to look at.bdthd
hopefully we'll be -- there will be a clear disunation
between the two. If not, our charge becomes raugér.

DR. ELLIS: | think our time would be a fobre
efficiently spent looking at those issues thavilit
be -- | don't want to dampen your enthusiasm for the
sewage system, but if we find that really it hagrtten
into the sewage system, what's the point of goingzhere

DR. KREMER: Oh, | agree wholeheartedly

DR. AHL: Except that sewage systems are
interesting to biomedical engineers.

MR. NEUMANN: And my livelihood.

DR. ELLIS: Labs are more interestimgrie.
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DR. ROHWER: | agree with you. | think &
secondary concern because we hope nothing gets to the
sewer.

DR. ELLIS: Exactly.

DR. ROHWER: But the sewer and the thay the
waste is actually treated could provide another lafyer
protection than what they're actually doing, andnkthi
we should know that.

DR. ELLIS: Okay.

DR. ROHWER: Because it may be a bailaargin
of safety there.

DR. AHL: Now, it occurs to me that hare
some things --

DR. DETWILER: There will be scientitihings
that we'll have to rely on here to pull, you knogksj

as Bob mentioned before, chronic wasting dise&3E, Be
risk to humans. And I think those are things thelll w
want to cite. But we can be thinking of those el &

any work that was looked at environmentally on hog lon
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the prion lasts in the environment.
DR. AHL: And presumably some have redc¢here.
DR. DETWILER: Correct. | think if wenfl that
that's some possibility, then right, we havetotbis
as part of the risk assessment.
DR. KREMER: I think this all comes backiada

64
materials flow, because if you look at the tatabunt
generated, look at the volumes and then deterimenesk
accordingly.

DR. AHL: Pollution factors involved.

DR. ROHWER: 1 think the other thing weaé¢o
be careful about in defining risk is that we denite
don't impose a higher level of risk reduction thaste

for the environment in general. | mean, there-afée

know we have BSE in North America, and so tieseme
shedding that's already going on. | mean, | think it

would be presumptuous of us to think that we've discvere
every cow that ever had the disease and --

DR. AHL: Right. Well, and we have dard elk
in the environment living and dying.

DR. ROHWER: Exactly. We have deer dkéle
over the place. Scrapie is in the environmeatyos
could take this to a ridiculous level that really diies
provide any extra protection from something that'sdrea
in the environment.

DR. AHL: Thank you very much. Okay. wa@oing
on to item four -- and that doesn't mean we caniec
back and look at some of these, but we need to get the
rest of our trip here organized so we can get tlst oud
of it. If remediation is needed, provide sciecuifly
sound approaches for corrective action or acti@ianay
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be taken.

And | got to put my two cents in heree I'v
already heard this, I've heard you say it. In renig
the literature that | looked at before coming to this
meeting, it's apparent that there's an awful &tsh
not known. And it seems like this lab -- | don'tiv@
put more on the ARS than necessary, but it sdahshis
laboratory would be a wonderful opportunity for some
research to go on that would help guide future action.

We don't want to make it the prion rigdkdé
the world, but it does seem that there's someroésea
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that could supplement the work that's going on and ensure
help for other labs as well as assure people in Amgs

other places that the labs -- that the work is not

affecting citizens, families, farm animals, crops, e

cetera.

DR. ROHWER: | would second that. Bubln
also say that there are plenty of labs who wak#dtd
do that kind of research if funding was availablatfor

DR. ELLIS: Well, I'd like to also -- Titsapart
of the mission of the labs here, the USDA labd, it's a
very important part of the mission, and | don'tk fiivat
it should be construed that that mission shoulftilbted
or diminished. It's excellent research thatsgoei
conducted here in a whole variety of areas butitédfin
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in the environmental prion area, as that one task for
the one research team conducts their research.

The information that's come out sardgyarding
some of these diseases from this laboratorpéais
extremely important for both environmental appioce
and food animal applications, regarding there's\dinl a
lot that's not known, but there's an awful lhatt tis
known also. And I think that needs to be recognized and
used as some of the basis for our findings on this.

As Bob said, prions can be destroyed. eTdner
mechanisms that are well-known, and there are new
mechanisms that are being published from time to time
also. They're not totally indestructible. They
definitely are destructible. And we just need to ldok a
the guidelines that are in place right now and make
that, number one, they're adequate, and number two,
they're being followed. And if not, then that brings
down to number four.

DR. AHL: Anything else under number fout tha
want to talk about this morning?

DR. KREMER: 1 think it's dependent upon wheat
see.

DR. AHL: Okay. Obviously.

DR. ROHWER: | agree. That's the g that
really does come towards the end, that we should be
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looking for, | guess.
DR. AHL: Allright. Okay. Inthatse, let me
very quickly review what | have heard, and you alken



sure that I'm there so that we can proceed most
efficiently.

For item number one: ldentify scieasfiy
accepted methods for effectively destroying prioiat
| understand is Dr. Rohwer and Dr. Detwiler aragto
get material, UK guidelines, the guidelines from Wit@
APHIS guidelines, the EU guidelines, some of the basic
science that you know the literature better thast iof
us. Dr. Ellis, you're going to get us guidelines that are
13 used in Wyoming and Colorado both at the universities and
14 from the wildlife labs. And you're going to getrinto
15 us by sending them to Dr. Shafer and Mr. Neumannanéo
16 then going to turn around and distribute them to alsof
17 so that we have the same working basis.
18 DR. ELLIS: Right.
19 DR. AHL: And we hope that can be dong most
20 efficient manner so that we can have the saroemation
21 to start with, we'll be working from the same pagé. A
22 right. That sort of summarizes what we're gtindo
23 with number one. Okay. And we just said we'regytin
24 look at all prions, since they're going to be doingkwo
25 on -- they've done work on Scrapie, CWD, BSE in the
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future, and who knows what else.

Item number two: What do we want to sAed we
want to emphasize that we want to know the goact
present on this question. We've gone over thisdefor
briefly, but it's the design brief of current goabt
methods, define target inactivation of the lab evast
versus husbandry waste, and we want to look agfidly
at lab waste disposal. We want to look at theteveater
treatment facility, and at least hear a diasiert on
the sewer. And I've got a lot of questions about that 5

miles. I've never known a sewer that didn't ldak.
sorry.

MR. NEUMANN: And you will never find astgm
that doesn't leak.

DR. AHL: | was going to say maybe yogeea

perfect system here, and | want to know about it.

Then we want to know about the standpedating

procedures of your wastewater and treatment mangdena
and the training and so on that goes with thaouldv

like to have some knowledge of the work at therktboy,
the treatment in the lab.

22 DR. ROHWER: That's what | meant,dtandard
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23 operating -- the SOPs, what we want to know iSMBs --
24 I'm more interested in the SOPs that are in ua&8&tfor
25 managing husbandry waste. That's the unique problgm the
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have here that's not shared by basic researchkalmy
own. And I'm assuming we're interested in the SBR4Y,
don't think we have -- I'm more interested in vihay do
rather than the SOPs to the wastewater eridpjsse if
there's anything there that could help this mitigation.
And the SOPs is the ARS side. I'm interesteagain,
the husbandry side, the husbandry waste, but weedsb
to look at the laboratory, what they do witkith
laboratory waste.

DR. DETWILER: And I think that the pothat
Bob had mentioned earlier, it's really importaat th
training that the caretakers receive, the labgrato
workers receive, and the clean-up at the laboratamg
I'm curious, given now the research with Scrapie, i
whether sometimes that goes down the drain, aadld
have questions on that.

DR. AHL: Okay. And then --

DR. ROHWER: And I'd just like to add tcsthi
another big part of this is in operating one of these
facilities -- and | have one of the larger TSE labs
North America -- you know, equipment does fail anda yo
have to train your engineering staff how to getemeh
and work on it. You have to -- You know, the SOPs
encompass a lot more than just, you know, how dogsel h
the stuff down the drain and who turns what valve.
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DR. AHL: Training and compliance issues\ary
important --

DR. ROHWER: Right.

DR. AHL: --in that for sure. And wegoing
to look at those things at NVSL too, or at least
comparative way we want to know what they do. &\ging
to look at materials flow, agueous and solid. Aettev
going to look at lab effluent and does it ever ghén t
storm sewer. And lab waste disposal again. Okhagt'sT
10 sort of the outline.
11 And then the risk to humans and environment is
12 actually going to stem from the other information
13 gathering that we do. And the remediation, ifelsesiny
14 needed, and the research that we might like to s&e do
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15 can come from later discussions.

16 Is there anything else that we want t@put

17 this list or talk about right now in this open

18 deliberative meeting before we go into getting some mor
19 knowledge ourselves how we can proceed? Any questions
20 from the co-coordinators?

21 DR. SHAFER: No.

22 MR. NEUMANN: None for me.

23 DR. AHL: With that in mind, | believeette done

24 until we can get some more information.

25 MR. NEUMANN: We can take a short bre&kthe
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1 meantime, Steve and | will be available to anyianed

2 present for any questions before we get starteldeon t

3 next step.

4 DR. SHAFER: We're adjourned. Thank you.

5 (The meeting was concluated

10:13 a.m.)

NNNNNNPERRERRERERERREE o @gom
ORWNRPOOONOUDMNWNRO

72
CERTIFICATE
STATE OF IOWA
COUNTY OF STORY
I, SUZANNE M. E. SOGARD, a Certifieti@thand
Reporter in and for the State of lowa, do herebyfge

abrwnN Pk



6 that | was present during the foregoing proceedings and
7 took down in shorthand the testimony and other paings

8 held;
9 That said shorthand notes were tradresgipy me
10 by way of computer-aided transcription; and that the
11 foregoing pages of transcript contain a true, complede
12 correct transcript of the proceedings;
13 That | am not counsel, attorney ortnedeof
14 either party or otherwise interested in the evetttisf
15 suit;
16 IN TESTIMONY WHEREOF, | have hereunto pkheny
17 hand this 19th day of September, 2006.
18
19
20
Suzanne M. E. Sogard, CSR
21 TR Court Reporters
P.O. Box 1866
22 Ames, IA 50010
(515) 292-2339
23
24

25



