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PROCEEDINGS 8:05 AM
DR FREAS: M. Chairman, pmenbers of the

Committee, invited guests, public participants, | woul d
like to welcome you to this, our tenth neeting of the

Transm ssi bl e Spongi f orm Encephal opat hi es Advi sory

Commi ttee.

| amBill Freas, the Executive Secretary for this
Commttee. Both days of this neeting will be open to the
public with the exception of one short closed commttee
session around lunchtine today.

As stated in the Federal Register this session
will be closed to the public in order for the manufacturers
to present trade secret and confidential information to the
Commi ttee.

After this short closed presentation the rest of
the neeting today and all of tonorrow will be open to the
public.

At this tine | would like to go around and
introduce the nenbers seated at the head table. \y|| the
nmenbers please raise their hands as the nane is called?

Starting on the right-hand side of the room that
is the audience's right, the first chair is occupied by Dr.
Raymond Roos, Chairman, pepartment of Neurol ogy, University

of Chi cago.
Next is a standing Conmttee nmenber, Dr. Bruce




Ewenstein, Director, Boston Henmophilia Center, Brigham and
Wonen's Hospit al

Next is a standing Commttee nenber, Dr. Pedro
Piccardo, associate professor, |ndiana Uni versity School of
Medi ci ne

Next is a tenporary voting menber, Dr. Lester
Crawford, Executive Director, Association of American
Vet eri nary Medical Colleges, Washington, D.C

Next is a standing Conmttee menber, Dr. Erm as
Bel ay, nedical epidemologist, Centers for Disease Control
and Prevention

Next is a standing Commttee nenber, Dr. Elizabeth
WIlliams, professor, Departnent of Veterinary Service,
University of Wom ng.

Next is a tenporary voting nenber, Dr. George
Neno, Chief, Blood Resources Section, Division of Blood
D seases and Resources, National Heart, Lung and Bl ood
Institute.

At the front of the table is a standing Conmttee
menber, Dr. Pierluigi Ganbetti, Professor and Director,
Di vi sion of Neuropathy, Case Western Reserve.

Next is an chair where we will soon be joined by
Dr. WIIliam Bl ackwel der, biostatistical consultant,
Biologics Consulting Goup, Al exandria, Virginia.

Next is a tenporary voting nenber and also a




representative from FDA's Bl ood Product Advisory Conmmittee,
Dr. David Stroncek, Chief, Laboratory Service Section,
Departnent of Transfusion Medicine, NH

Next is the Chairman of this Commttee, Dr. David
Bolton, head of the Laboratory of Ml ecular Structure and
Function, New York State Institute for Basic Research.

At the corner of the table is a standing Conmittee
menber, Dr. Peter Lurie, a nedical researcher for Public
Ctizen's Health Research G oup, Washington, D. C

Around the corner is a standing Commttee menber,
Dr. Stephen Dearmond, professor, Departnent of Pathol ogy,
University of California, San Francisco.

In the enpty seat we will soon be joined by
Shirley \Wal ker, our consumer representative for today, Vice
President of the Health and Human Services, Dallas U ban
League.

The next occupied seat is a standing Committee
menber, Dr. Suzette Priola, investigator, Laboratory of
Persistent and Viral D seases, Rocky Muntain Laboratories,
and the next enpty seat we should be joined |ater today by
Dr. Paul Brown, Medical Director, Laboratory of Central
Nervous System Studies, National Institute of Neurol ogical
Di sorders and Strokes.

Next is a standing Committee nenber, Dr. Jeffrey
McCul | ough, professor, Departnent of Laboratory Medicine and




Pat hol ogy, University of M nnesot a.

Next is a tenporary voting nenber for today, Dr.
Susan Leitman, Chief, Blood Services Section, Departnent of
Transfusi on Medicine, NH

Next is a standing Conmttee nenber, Dr. Dean
Civer, professor, School of Veterinary Medicine, University
of California at Davis.

Next is a standing Conmmittee nenber, Dr. Lisa
Ferguson, Senior Staff Veterinarian, US Departnent of
Agricul ture.

Next is our industry representative, Dr. Stephen
Petteway, Director of Pathogen Safety and Research, Bayer
Cor porati on.

There were two Committee nenbers who could not be
with us today. They are Dr. Donald Burke and Dr. John
Bai | ar.

| would like to thank everybody el se for com ng,
and | would now like to read the conflict of interest
statement into the public record.

The foll owi ng announcenent is nade part of the
public record to preclude even the appearance of a conflict
of interest at this neeting.

Pursuant to the authority granted under the
Committee charter, the Director, Center for Biologics

Eval uati on and Research has appointed, Drs. Paul Brown,

o



W |iam Bl ackwel der, Lester Crawford, Susan Leitnan, Geor ge
Neno, Raynmond Roos and David Stroncek as temporary voting
menbers for this neeting.

Based on the agenda nmade available it has been
determ ned that the agenda addresses general matters only.

Ceneral matters wai vers have been approved by the
agency for all nenbers of the TSE Advisory Committee as well
as consultants to this neeting.

The general nature of the matters to be di scussed
by the Commttee will not have a unique and distinct effect
on any of the matters, personal or inputed, financial
interests.

Dr. Stephen Petteway is serving as a non-voting
industry representative for this Commttee. He is enployed
by Bayer and thus he has interests as enployers and ot her
regul ated firns.

In addition, listed on the agenda are speakers
maki ng industry presentations. These speakers are enpl oyed
by industry and thus have interests in their enployers and
other regulated firns.

The speakers for topic 1 were invited to present
their comments on the inplenentation of new donor deferra
policies and the speakers for topic 2 were invited to talk
about their conpany's manufacturing or production processes.

All Conmmittee discussions are general matters




di scussions only.

In the event that discussions involve specific
products or specific firns in which the FDA participants
have a financial interest the participants are aware of the
need to exclude thensel ves fromthese discussions, znd their
exclusion will be noted in the public record.

A copy of the waivers is available by witten
request under the Freedom of Information Act.

Wth respect to all other neeting participants we
ask in the interest of fairness that they address any
current or previous financial involvenent with any firm
whose product they may wi sh to comment upon.

So ends the reading of the conflict of interest

st atement .

Dr. Bolton, | turn the neeting over to you

DR BorLTON: Thank you, Dr. Freas. | have very
few remarks this nmorning. | would like to thank all the

Conm ttee nmenbers for returning after our epic neeting in
June. You are congratulated for surviving that ordeal, and
| would, also, like to thank all the industry
representatives and those nenbers of the public who are at
the neeting today.

W have a very relaxed schedule for this neeting
as opposed to our last neeting and one clear indication of

that is that Bill told ne that he left the timer out. So, |




think we will be able to have free discussion and still be
able to do a reasonable job of neeting our agenda targets.

Wth that | think we should begin. qur first
topic today is the rFpa's draft gui dance on revised
preventative neasures to reduce the possible risk of
transm ssion of Creutzfeldt-Jakob di sease and vari ant
Creut zf el dt - Jakob di sease by bl ood and bl ood products as
published in the Federal Register August 29, 2001, and our
first speaker is Dr. Dorothy Scott who will give the topic
overvi ew.

Dor ot hy?

DR SCOIT:  Good morning. | think | will be
presenting the results of all your hard work fromthe |ast
| ong session that we had.

For the first topic | amgoing to review the FDA
draft guidance entitled Revised Preventive Measures to
Reduce the Possible Risk of Transm ssion of CID and vcdbp by
bl ood and bl ood products.

This was issued on August 27, of this year. jyst
to very briefly let you know what the previous gui dance said
with regard to donor deferrals, the previous guidance
recommended deferral of donor who had wvcap or CID, risk
factors for classical CID as listed here and a geographic
donor deferral for BSE exposure risk and this was for travel

or residence in the United Kingdomfor a cypulative period




of 6 nonths or nore between 1980 and 1996, or injection of
bovine insulin that may have been sourced in the WK

Since the 1999 gui dance there has been an
increasing rate of the vcgp epidemc in the United Kingdom
This appears to continue statistically speaking. There has
been an increased BSE epidem c detected in Europe. that is
nore countries have been identified with BSE and nore cattle
in some countries have been identified.

So, in some cases it is difficult to say that the
epidem c is decreasing there. There was the often cited
sheep transfusion transmssion of BSE. So far we only know
t hat one sheep had a transm ssion. However, the experinent
Is ongoing, and that particular report was a very
prelimnary report. so we wait to see if nore sheep cone
down with BSE, and finally there has been a continued
scientific uncertainty as to whether variant CID can be
transmtted by hunan bl ood.

So, all of this triggered the question whether we
needed additional donor deferrals if they can be tolerated
for risk of vcap.

This Conm ttee considered increased donor
deferrals for vcgp risk, that is BSE exposure at the |ast
meeting as | amsure you renenber. You wei ghed the risk of
shortage of blood and the need for precautionary mneasures

agai nst each other, and | just wanted to point out sone of




the aspects of this that nmake the whol e deci si on- naki ng
process for many donor deferrals so difficult.

The long incubation period of TSEs in general in
humans and presumably wvcap al though we don't know that, when
we see epidem ol ogi cal studies that are variable that m ght
assure us that transm ssion with vcgp by human bl ood is
unlikely, if transmssion is possible, however, deferrals
have current inportance and it would be useful to inplenent
them now instead of to wait for this evidence to conme to
l'i ght.

Studies on the infectivity of vcip food are, gl so,
quite limted to date. There are certainly a nunber of
experinents ongoing, but we don't have those results.

Fornerly as you saw in the last neeting bl ood
shortages are considered possible if longstanding deferrals
are recommended.

SO, you considered options for donor deferrals at
the last meeting, and the options that you voted for were
incorporated into the FDA draft guidance that was issued.

The new donor deferrals which | will reviewin a
m nute decrease the total risk based upon exposure to BSE by
about 90 percent and a 5 percent donor |oss is anticipated
for blood based on the web survey data that Alan WIllians
presented |ast tinme.

| just want to highlight a couple of aspects of
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t he guidance for you in addition to the donor deferrals. |

will go through each of these, the first, inplenentation of

t he donor deferrals, pilot studies that are recomended for
nore stringent donor deferrals than the FDA recomrended
deferrals, the distinction that we are drawi ng between bl ood
and plasma for the European donor deferral and finally a
l[ittle bit about blood supply nonitoring, but you are going
to hear a lot nore about that after | speak.

There are two phases recomrended in the draft
gui dance for donor deferrals, Phase | and Phase Il, and
these will be inplemented at different tines.

Phase |, My 31, 2002 is the proposed data, and
Phase Il by Cctober 31, 2002, and the purpose of this is to
attenpt to attenuate any inpact of a sudden |arge deferral
on the blood supply.

So, the first set of deferrals is for residents in
the UK for 3 nonths and nore between 1980 and 1996. | will
tal k about that 1996 tine period next because the Committee
had some questions about that |ast tine.

France for 5 years or nore between 1980 and the
present, residence on a US mlitary base for 6 nonths or
nore for these two different time periods here, and it is
based on the British beef to Europe program It is known for
different portions or different locations in the mlitary

when British beef was actually sent to those bases and that
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Is why we see the two different dates and finally for

recipients of transfusion in the United Kingdom

Just to speak a little about this ending period of
1996, for the UK donor deferral this is based on our
assurance of food chain controls which prevent entry of BSE
animal s into the human food chain.

This is quite well sunmmarized in a recent report
called BSE in Geat Britain: A progress Report. That is on
the DEFA(?) web site. | have cited it here, but in

particular by the end of 1996, the UK had inplenented a

specified risk material ban and this prevented nore tissue
and sonme of the tissue considered to be at risk for
transmitting BSE. This specified the nunber of those
materials fromcarcasses in a certain fashion. There was,
also, a ban on nechanically recovered neat fromvertebra
col ums because this nmeat can be cross contamnated wth
neural tissue, and they, also inplemented the over 30 nonths
schene which nmeans that cattle over 30 nonths woul d not be
slaughtered for human consunption and cattle at 30 nonths
and up are thought to have much higher infectious titers in
them They are all in other tissue, and that was i{pe reason
for that.

| don't have a slide about enforcement. However,
this web site does outline quite nicely the |evel of

enforcenent which includes a nunber of inspections, and you
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can actually access the reports of the enforcenent and

prosecuti ons of slaughterhouses and people who are
responsi ble in case any problens are detected.

There haven't been very nany prosecutions, but
they do appear to be careful to enforce these rules.

This is just so that you can see that other
British endeavors have had an effect. Here we have the cases
of BSE by year of report in the UK through june 30, 2001
and you can see that there is a decline in BSE epidenic
indicating the effectiveness of their ban on feeding of neat
and bone meal to rum nants.

You will see that the BSE epidem c peaked around
1992, and then continued to fall off considerably until we
have 2001 here. Now, even though 311 BSE cows is a |ot
conmpared to nost other European countries you need to
renmenber that these cattle have been detected and that there
is a specified risk material ban. So, theoretically even an
i nfected cow which could enter the food chain would have its
infectivity renoved.

I, also, want to quickly mention non-European BSE.
Just after the tinme when we jssued the draft guidance a
case was reported of BSE in Japan and this was confirned and
i nport ban was announced for rum nant materials from Japan.

| don't want to single out Japan, however. It is

believed that the BSE in Japan is derived fromneat and bone
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neal fromthe UK was fed to Japanese cows, and we do know

from UK export data which is, also, on the web that a fair
anount of neat and bone neal went to other Asian countries.

So, this is sonething that we will probably have
to address in the near future. However we feel the need to
assimlate the current donor deferrals and then to consider
addi tional deferrals for other countries and to bring that
to the Conmttee to think about in a nore conprehensive
fashi on.

Again, this enphasizes that food chain controls
are inportant because it is quite possible that many other
countries will have cases of BSE as tine goes by.

This is the second phase of recommended deferrals
for inplementation in Cctober 2002. This is deferral of
bl ood donors who have lived in Europe for 5 years or nore
bet ween 1980 and the present.

Donors of source fluids neant for plasma
derivatives will remain eligible and that is what | want to
tal k about next. Wth regard to source fluids, we know that
nodel TSE agents are partitioned and renoved during plasnma
fractionation.

We, also, know fromat least two different
| aboratories some unpublished data which shows that the
variant CID agent appears to behave |ike other TSE agents in

t hese kinds of spiking and renoval scal e-down studies for
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plasma fractionation.

Also, it is interesting to consider that the
magni tude of risk reduction achieved by plasna fractionation
at a mninumis probably a couple of logs greater and in
sonme cases -likely to be much nore than that achievable by
any donor deferral.

We, also, heard at the last neeting a | ot of
concerns about the effects of such a European donor deferral
for donors of source plasnma on nationwi de and worl dw de
pl asma supplies and therefore supplies of plasna products,
some of which have been in shortage recently including
pl asma-derived Factor 8 or near shortage anyway.

There has been a tension in the market, and GV,
a shortage which we experienced before in the setting of the
cl assical CID donor deferrals.

So, the effects, of course, are uncertain because
we don't understand the elasticity of the source of plasna
supply, but are potentially severe.

W hope to bring this issue in a nore
conprehensive fashion to the Commttee in the near future.

I, also, want to point out that source and
recovered plasma are differentiated here to prevent
potential errors in the use of deferred non-plasm

conponent s.

W plan to re-evaluate this recomendation
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frequently in light of additional epidem ologic evidence,

transm ssion studies and advances in the validation of
renoval of TSE agents by manufacturing.

| just want to say a few things about supply of
bl ood and bl ood conponents which is an issue that you al
spent a lot of time on the last tine. |t js estinmated that
the current recommended donor deferrals would result in the
| oss of about 5 percent of donors by the blood study. W are
aware that the Red Cross has, also, perforned a donor
survey, and they have different results for their deferrals
but these two surveys were done in a different fashion and
probably surveyed a somewhat different popul ation.

W know that these donor |osses are likely to be
higher in coastal cities and we, also, know that even wth
the FDA deferral that about 35 percent of the New York bl ood
center supply will be affected and this is a conbination of
the | oss of Euro-blood which is 25 percent and US donor
deferrals because a | ot of people in New York travel.

The industry proposed deferrals or the other
industry proposed deferral, the other deferral is for 3
nonths in the UK which we, also, have but 6 nonths in Europe
and their study as | mentioned estimates a | ower donor | oss
than ours did or the Red study did. They estimated 3 percent
donor loss. and we estimated a 9 percent donor |oss, and |

suspect that the truth [ies sonewhere in between and will be
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different for different bl ood establishnents.

Wien we net before you all were sufficiently
concerned about supply that you suggested to uys with regard
to inplenentation of the new donor deferrals that a nationa
recrui tment canpaign and a systemto monitor adequate bl ood
supply be instituted and | wanted to mention that Dr.

Ni ghtingale will be tal king about the nonitoring of the
national bl ood supply just after | speak.

Wthin the guidance we have added sone things
which we hope will attenuate the supply inpact, the phased-
in deferrals that | spoke of before, particularly making the
European deferral later, and we feel that the Europeans
conpared with the people who at UK beef are at less risk and
have had the | east exposure to BSE. That was the rationale
for making this particular deferral later than the others.

W are, also, recomending that pilot studies be
done by bl ood establishnments who wi sh to have nore stringent
deferrals. This includes inplenentation of a pilot program
denonstrating donor recruitment, evaluation of potential
donor loss and donor loss and an end point for the pil ot
study itself at which time a decision will phe nade either to
have a new pilot study or to inplenent the deferral or a
different deferral.

In addition, we have asked that recruitnent

efforts be nonitored for their success and that fluctuations
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in hospital demand for blood products be nonitored.

As | nentioned, Dr. N ghtingale will discuss
national nonitoring of the blood supply and demand. This is
virtually in place. We do encourage enhanced donor
recruitment, and we are aware that this is already
occurring, and we have encouraged cooperation anong bl ood
establishnents to provide each other with supplies in case
of regional shortages.

In summary, the future of the draft guidance is
coll ection and eval uation of coments to the docket, and
this comment period if about to end.

To date we have received approximately 20
comrents, and nmany of these have to do with the phased-in
i npl ementation with source versus recovered plasm and
general streanlining of the guidance which if you read it
you mght, also, have simlar comrents

W plan to issue the final guidance with revisions
in a very short tine frame. We, also, plan the nonitoring of
the bl ood supply as the reconmendations are put into effect
and we plan to continue the assessnment with your assistance
and advice of blood and plasma risk and benefits of these
types of geographi c donor-deferrals.

Thank you very nuch.

DR BoLTON: Thank you, Dorothy.

W have tinme for sonme questions fromthe Commttee
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if there are any for Dorothy.

DR LEITMAN.  Dorothy, did you receive any
comrents on the difficulty of donor screening in determning
if nmenbers of the mlitary had been stationed north of the
Al ps or south of the Alps and is that part of the
streamining of that, sort of difficult donor questions
that the gui dance proposes?

DR SCOIT: It does seemdifficult, but actually we
have a list of which countries are north and south of the
Alps, which mlitary bases were north and south and it
really only amounts to, never mind the UK because that
deferral is nore stringent, three countries north and |
think five countries south, gnd I don't want to name them

because I will mss one of those five, but we haven't heard
fromthe mlitary whether they find this difficult and from
others we have a | ot of general questions about streamining
the donor questions, and | think there might be a screening
question that could be asked before going into all of these
details and that nmay be true for some of the others, and |
hope, | imgine, | think that we will be flexible enough to
be able to allow streamining of donor questions whenever
possi bl e.

DR BOLTON: Ot her questions, Steve?

DR. DE ARMOND: | have a couple of questions but

nostly for clarification in py own nmind. The drafts of the
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proposals that are sent to us and they were present at the

last meeting it came up, there was an idea that there was a
5 percent risk of getting variant CID in Europe versus
conpared to Geat Britain, and it wasn't clear to me how
those risk factors were actually derived because that
ultimaitely led to a change in the time in Europe for
deferrals from 10 years to 5 years.

These calculations are, at least | don't follow
t hem

DR SCOIT: Right, and this is understandable. It
seens to be a conplex set, but basically the time spent in
the UK which is just called a risk of one and everything
else is conpared to the UK SO, the French ate at worst
approxi mately 20 percent British beef. The mlitary ate at
worst 35 percent British beef. The UK deferral that we are

asking for is 3 months, and so if you calculate that up for

eating only 20 percent British beef that beconmes 5 years
France, and the rest of Europe we are actually in a sense
bei ng conservative.

The BSE epidemc in Europe is probably about 1.5
percent that of the UK So, we coul d make a European donor
deferral longer but it seens sinpler to keep France and
Europe together and it seened also, that we felt it was
possible to tolerate by clinbing the donor deferral. So, it

is based on two things. (ne is the consunption of UK beef
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and the other is fenale BSE worst case in other European
countries which probably did not consume a great anount of
UK beef. So, there are actually two different factors that
go into calculating roughly the kinds of deferrals to have
for these countries, and we tend to take the worst case and
sort of, for Europe and have all the European countries be
wor st case even though we know that there are European
countries with no BSE, no nore |ikelihood of BSE according
to the scientific steering conmttee on the geographi cal BSE
risk, and they didn't get nuch British nmeat and bone neal.

DR. DE ARVOND: | understood the two paraneters,
but the nunbers, how you mathematically got to these nunbers
was sort of not clear to ne.

DR BOLTON: The 5 percent comes fromthe
importation of UK beef.

DR DE ARMOND: Yes, | understand all of that, but
still going from10 years to 5 years --

DR BOLTON: Just because the UK deferral went
from6 nmonths to 3 nonths.

DR DE ARVOND:  Ckay.

DR SCOIT: So, that normalizes it to the WK
deferral

DR. DE ARMIND:Ot her question | had was
regarding this. There is sonething | guess | mssed at the

| ast neeting regarding fractionation resulting in a
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reduction of a 2-log greater reduction in CID titer | guess

t han donor deferrals could generate. Is that right?

DR SCOTT:  You actually didn't mss that because
it wasn't stated, and it is stated in a general way. Wat we
have is a series of studies, different studies but nostly
spi king studies of TSE agents into intermediates during
plasma fractionation for different processes, and this is
sumarized in Peter Foster's paper that was included in your
handout, but what is generally the case is that you have a
nunber of |ogs of renoval of these spiked TSE agents during
pl asma fractionations and during different processes. So, we
were saying only in a very | wuld say broad sense not a, |
don't want you to take this as a strictly nuneric sense but
many | ogs of infectivity can be renoved in these kinds of
st udi es.

You can argue about the details of the studies,
perhaps and how rel evant they are, but these are the kinds
of studies that we, also, accepted as supporting evidence
for stopping the wi thdrawal of derivatives for classical CID
risk.

Wiat we would like to do though is bring this to
the Conmttee for at |east one-half day of discussion and
actual presentation of data, probably at the next meeting so
that you can feel nore confortable with these kinds of

studies, but it wasn't possible to do it for this neeting.
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DR DE ARMOND: Ri ght because the inplication
m ght be that deferrals are not that inportant or | am not
sure that you are saying that, but the way that statement is
read it inplies that the techniques of fractionating are
actually pretty good at elimnating infectivity, but | am
sure you are not saying don't defer

DR SCOIT: | am not saying that. However, this
point is being debated for plasma derivatives.

DR BOLTON: Peter?

DR LURIE: | have two questions. First is for
t hose of us who get easily confused by the numerous
categories and nunerous recomendations, just clarify for ne
the way in which this draft guidance differs fromthe
recomrendation of this Commttee because | think I am
correct, aml not that there is a change with respect to the
plasma and plasna derivatives? Can you just nmake that
absolutely clear for us?

DR SCOIT: Right. Wll, you had sone hesitations
concerning the potential problens with the plasnma derivative
supply. First you have these donor deferrals fromindustry
chiefly, and there was a considerable concern as you know
that the plasma supply would be increasingly stretched
especially if there were a European perception that their
own plasma was not deenmed, if you will, safe by the US, and

| know that some Commttee nenbers actually said in the
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second part of the first day of the |ast session, began to

be concerned about the effect of this European donor
deferral, and | wote the donor deferrals on the plasna
derivative supply. So, we have witten that section into the
gui dance because we feel that there is sone scientific
evidence to support it as well as a supply concern.

Now, this probably needs to be explored at greater
length with the Commttee and | would point out that the
Eur opean donor deferral planned inplenentation or suggested
inmpl enentation tine is next Cctober. So, there is adequate
tine to continue this discussion if w feel it is inportant,
and | think nost of us do feel that that is inportant. Is
that in answer to your question?

DR LURIE:  You are explaining the answer to ny
question w thout giving nme the answer. It is a very sinple
question. | just want to know in exactly what ways the
gui dance differs fromthe advice of this Commttee, just
very concretely.

DR SCOIT: W added the phased inpl enentati on.

DR. LURIE: Right, for sure.

DR SCOIT: Right.

DR LURIE: Wth regard to plasma, that is ny
questi on. | amclear in saying that there was no
differentiation, right, between --

DR SCOIT: Right.




24
DR LURIE: | amtrying to clarify this. You made

no differentiation between --

DR SCOIT: -- in the way that | have already
described. | can't think of any other way.

DR LURIE Right. So, you made no differentiation
bet ween bl ood and plasma in UR, is that correct?

DR SCOIT: That is correct.

DR LURIE: That is what ny question was. My second
question, this may seemlike a strange tinme to bring this up
but anyway through this conversation about, going back for
several years now, a |ot has been made about the clinical or
theoretical risk of this and so forth, gnd there have been a
certain nunber of studies that are still ongoing, and again,
in Britain it seenms to be on the wane and hopefully one in
Europe that will soon be on the wane as well and so ny
question is has the agency given any thought to the criteria
that m ght be met which would result in your renoving the
deferral criteria that our Conmttee had suggested? Is there
a set of, you know, a certain amount of time that night
el apse with a certain nunber of cases, certain results of
specific studies that it mght actually say, "Okay, we have
covered ourselves during this period in which nuch was
unknown, but now enough data have accunul ated and enough
experience has accunulated, and we feel we can renove the

restrictions"?
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DR SCOIT: That is a very useful question, and
what we are thinking about is the possibility of renoving
sonme of these based upon the safety of the food chain and
that was the rationale for nmaking the UK deferral only until
1996, because we feel assured that people eating beef there
after.1996 are at mnimal if any exposure to BSE and so
followng that kind of logic you can inmagine the possibility
for re-entry as it were. However, the details of that sort
of a plan have yet to be worked out, and again that is
something | think the Conmittee would need to consider to
have this lift.

DR BorTON: Additional questions? Pedro?

DR PI CCARDO. Do you know to which other Asian
countries besides Japan was UK feed shipped to?

DR SCOIT: | don't want to single out any
countries, but | would say quite a few, and |arger anounts
that went to Japan, considerably |arger

Now, it is difficult to tell where UK neat and
bone neal at the time of the peak BSE epidem c, how nmuch of
that went out that was nade from pigs and how nmuch was nade
fromcattlie. It is, also, hard to know for meat and bone
meal when it is shipped out whether it is used for, eyenif
it is labeled for use for chickens or fish whether it is
actually used to feed beef.

So, there are lots of conplexities when you | ook
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at that, but a large nunber of Asian countries | would say

10 or 12 at least are in the UK export data. So, it is not a

small or sinple problem
DR BOLTON: Any nore questions, fromthe public?
No. Okay, very good. Thank you very nuch, Dorot hy.
Next we will receive an update on the current
state of the blood nonitoring project and plans to extend
nonitoring to the supply of plasma derivatives and their

reconbi nant anal ogues from Dr. Stephen N ghtingal e.

Steve?

DR N GHTINGALE:  Thank you very nuch

W can possibly go to a slide show, but this is
going to be a true multinmedia presentation here, and |
apol ogi ze for the delay. Gve ne just a mnute.

I have two talks and 20 mnutes to give the two
talks in, and | will try to keep to ny limt. The first talk
is about monitoring of the supply of and demand for bl ood
products and plasma derivatives, their current status.

I would like to begin by noting that we
collectively, that is the blood comunity, has been
nmoni toring plasnma derivatives since Cctober 1998. Thi s
programwas initiated by what is now known as the PPTA
t hrough a contract through CGeorgetown Econom c Services and

that program continues. |t js nonthly and sonetimes
bi monthly reporting and the nonitoring of blood products was
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instituted in Cctober 1999.

This was originally funded by the National
Institutes of Health and for the |ast year by the Departnent
of Health and Human Services with a contract to the Nationa
Bl ood Data Resource Center.

This is an exanple of the data that we have
received fromthe plasma nonitoring, and | have chosen it

because it is the plasma derivative of inmediate interest.

What you have here is the --
DR BoLTON: My | interrupt you for a second?

DR. NI GHTINGALE: You certainly can, M. Chairman.

DR BOLTON: There still seenms to be some problem
with the zoomon your slide. | don"t know if that can be
rectified. |f not, you may have to do nore expl aining of

each slide to let us know what that neans.

DR N GHTINGALE: There is always sonething going
on over your shoulder. What | can see and you can't is that
the top of the slide here says, "Mnthly ratio of inventory
to rel ease of reconbinant Factor g.» That is not a good
| dea.

(Laughter.)

DR. NI GHTI NGALE: | reiterate my previous
statement. Let us leave it here, and maybe | can give 11
m nutes of presentation.

The basic unit that we have used both with plasm
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and in blood has been the ratio of inventory to release. In

common parlance that is an analogy for nunber of days of

i nventory which you have in a commercial enterprise. For
exanple, Ford has a 70, a 50 or a 30 day supply of cars that
it has to sell.

What you are looking at here is the ratio. The
blue is the nonths of inventory of human high-purity Factor
8 and what you are looking at in the turquoise is the
months' inventory of reconbi nant Factor 8.

Wiat you can see here there has been a | ot nore
inventory of the red in Septenber 2000, about 3.3 nonths
inventory, nonths' supply of human Factor 8 and not a whol e
| ot, about a 3-week supply of reconbinant Factor 8, and what
you see over the past year and now right up to Septenber is
that the inventory of the manufacturers of reconbi nant
factor 8 is low and getting | ower and the supply of human
factor 8 woul d appear to be substantial. At least it has a
face value that is higher than for reconbi nant but now is
approaching the levels of reconbi nant.

The fact is that we know fromreports fromthe
comunity that there are shortages of reconbinant and the
human Factor 8 is at very best tight right now | have shown
this slide, however, to show you that there are linmitations
to the data that we collect right now.

The limtations are first of all there is an
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uncertain relationship in the data that | just presented you

on supply and demand, and at what point was the supply of
recombi nant Factor 8 really truly short? < it when one
person couldn't get it? s it when 100 persons coul dn't
get it? Was it when 3 percent of the population couldn't
get it? That uncertain relationship to demand is the key
intell ectual question that we are still struggling wth.

The second question is the tineliness of the
reporting. Wen reports are gathered over a |-nmonth period,
comented over the follow ng nonth, and you get them 45 days
after the trial reporting period that is really late in the
game for just about anybody pecause you are going to hear
reports of shortages before {nat tine.

The lag time from g practical perspective in
monthly data collection has proven not to be satisfactory
for governnent, for industry or for consumers, and the third
issue is the transparency of the process. | gmnot going to

risk going back to the previous slide. | paye had enough
trouble so far, but there was one point in March 2001 where

we didn't have a report on the supply of reconbi nant because
there were only two manufacturers there and the rules of the
gane that were established were that you had to have three
manufacturers to get a report. ggp there were times when we

real ly woul d have wanted to know what the score was, and we

did not get a score.
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For the blood reporting contracted for a

representative sanple blood establishnments producing the
governnment did not know the identity of the bl ood
establ i shnents and that was not as problematic for us.

So, about the time that | spoke to you in June we
had had a neeting of our Advisory Committee on Blood Safety
and Availability, and we were in fact nmaking plans to
upgrade our data nonitoring for both bl ood and plasm, and
so we had a head start, and we surely needed it.

Wiat we are doing right nowis we are doing daily
demand, daily nonitoring of blood demand at the hospital
level. The idea was that we were initially working with
inventories on the producer side. W wanted to nopve down
into the inventories on the consuner side, and the consumer
in this particular case is the hospital. It is the factor
if you will on behalf of the patient for providing the
bl ood.

W have recruited 26 geographically distributed
hospitals, two per city or per region and three regional
bl ood banks. They are in the Northeast and wi thin Brigham
and Wnen's in Boston, Sinai, Colunbia, Jamaica, Minonides
in New York, the Georgetown Hospital Center in DC, that is
the northeast region, Brady and Enory in Atlanta, M. Sinai.
In Mam we are going to have Jackson when they can cone

online. On the Qulf Coast we have Navy and Oxford dinic.
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In Dallas and the remai nder of the South we have Bayl or anj
Parker (?) Hospital.

In the Mdwest we have University of M nnesota.
see Dr. MCullough there, |ndiana University, University of
II'linois, Central Canpus and Northwestern and | keep
renmenbering that | should nmention that | have a conflict
here. My wife is enployed by Northwestern University Medica
school .

W have University of lowa and we have St. A exis
Hospital in Bismarck, North Dakota. w do plan to add
anot her community hospital in the M dwest.

In the West we have Harbor and Cedars in LA W
have Denver Ceneral, not Denver Ceneral, | nean the
University of Colorado and the University of Arizona at
Tucson, and we plan to add anot her southwest border hospital
to our group. W have the regional blood centers in Tanpa,
St. Pete, Pittsburgh and Seattle as well

all of these sites, particularly the individual
hospitals are intended to be set in their ways and
representative. That was the original and that remains our
purpose. It seens valuable to ask if 1 percent, 2 percent
or 3 percent of hospitals are short of blood articles. If we
get a report that a hospital is short on a particular day we
want to know why that hospital is short, and particularly we

want to know why that hospital is short and another sentine
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hospital nearby is not short.

W are trying to make this, if you wll
t herapeutic rather than just descriptive, and we haven't
gotten there yet.

The idea behind the study is to correlate the
inventory, the days of inventory with occurrence of an
actionable shortage. W ask all our sites to indicate in
addition to their inventory data any actions that they took

in response to finding that their supply was inadequate to
meet demand, and we are nonitoring them by ADA and Rh

platelets, by random and aphoresis(?) and by shortage
reports.

On the first point | need to get out of here and
go to ny Excel files. What we do right now is generate a
graph that |ooks like this. This is our data and |
apol ogi ze. You cannot see the baseline that | can. The
baseline here is the one that begins on August 1. W had
several sites collecting in July but we really didn't have
everybody up to speed until the first of August and we have
retained the data. W paid for the data, but this is the
point at which we started having the mpjority of our
hospital s reporting.

The baseline, this is for inventory of all red

cells conbined and it is particularly unfortunate but right
on the other side is the scale. V¥ are going from August 1
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t hrough Cctober 15, and the scale here, this is 8 0 days'

supply. Ve have on average, what | reported to ny advisory
comm ttee on August 24, was an average of 7.4. |t jg5 pretty
cl ose to an 8-day average.

Wiat you are looking at here at the top is the
median. This is the 15th out of the 29 sites, and this is
their inventory in days. That would be about 8.6.

You will see a periodic pattern. That pattern is a
weekly pattern. | amsorry it didn't project here of the
inventory throughout Sunday, Monday and Tuesday and they go
down on Wednesday, Thursday, Friday and Saturday and they go
back up again.

| point that out that we have sufficient nunber of
sites, and we can reach in and we can neasure the weekly
variation in inventories, and you see this in individua
sites, in nost of the individual sites, certainly for A
positive and O positive and for 0 negative it gets a little
tricky. In the hope that this will come out a little
clearer, well, it did not, but this is fromour this graph
is from Cctober 1, through Cctober 23.

Wiat we do on a daily basis is we get our updated
Excel file and we run a program and we | ook sonetines
briefly but we look at the data fromevery site and the
aggregated dat a.

So far what we have seen is a pretty consistent
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pattern. | think in the interests of time | wll just go
over, | will just show you the aggregated data. | had not
been requested to show the individual sites which is some of,
the individual site data confirmation hut we do break this
down by A positive, O positive and 0 negative and perhaps
just for the record note. | amsorry but | don't have ny
baseline here and | amnot going to get into it, but | have
mailed this data out to the advisory commttee nailing |ist,
to our contractors and if anybody would like to review it
with ne | do have copies here, and | apol ogize for the
technical difficulties.

Now, | amgoing to try to go back to the slide
show, and continue and see what happens. This is just a
summary of the data that | showed you days' inventory for
all red cells. | did not nmention but at the bottomwe al so
graph out the two [owest of the 29 sites and you can see
here where they are and those two with a couple of
excepti ons have been 2 days' inventory.

So, fromthe several sites there has been what
appears to be an adequate coll ection, amunt of blood but I
want to qualify that with the follow ng statement which is
where are we going. This is clearly fromthe time thing a
work in progress.

A very consci ous decision has been to nake the

progress of that work accessible to the public so that we
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can recruit comments, not all which have been failure to

perform but nany have been, put one is appreciated nore
than the other but those are needed and that is the idea
behind it.

We are about hal fway through the process of going
to direct web site entry. W have one full-time person,
Virgi nia Wannamaker who is the nanager of the project. Wen
she spends all day entering the data, she doesn't have tine
to analyze, to check the data. So, | think 15 sites are on.
W expect to have the other 14 on by Novenber 15, and when
we get themwe enter themdirectly into the web. W will be
able to inplenent a real-tine data study technique.

Sonebody has say 100 units of A positive in
inventory and sonmebody tells us that there are 10 units, gpd
we are going to make a phone call at the tine and
afterwards to see if there was a data entry error there and
that is the first and we have time to scranble between them

The platelet data nonitoring, the supply of
platelets is a conplex one. There you have perhaps 1 gay
inventory of platelets and the platelet narket turns over a
whole lot faster. (One of our substantial concerns is for
t he adequacy of the platelet supply as well as the bl ood
supply and that is going to take a serious round of
consultations with our contractors and with ourpublic to

figure out how to do that one right, and once we have gone
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there we want real tine comments. Sopebody sends in a letter
that says that | was short for 4 hours, and we have a set of

boxes right now that we are adding but we want to coll ect

i nformat i on.

If there is a shortage situation we want to
collect it in real time, and that probably js the bottom
line for monitoring. Then statistical analyses | would nmuch
rather give you box plots than give you nedians and two
letters. We need to get to cluster and discrimnate
anal ysis. For exanple, | think you see the weekly variation
in our data. W need to get at, one of the variables is we
have given the hospitals freedomto report their data
anytime of the day that they want, put they are asked for a
consistent time, but if you report at 4 o' clock in the
afternoon you may or nmay not have nore bl ood than you have
at 8 o'clock in the norning. |t kind of depends when the
delivery truck conmes around, how many tines a day the
delivery truck comes and what your sources are.

For that we are going to need sone decent
statistical techniques and we just have to get tinme to set
this up. W are in discussions with the Anerican Red Cross
and Anerica's Blood Centers. Let ne state this very
publicly. The problemis really not them | have been busy,
being very straightforward, and | want to make sure that

that is on the record. | sent theman e-mail on Tuesday
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saying, "Can we talk?" | got responses back in 30 mnutes,
and I amthe one who didn't nmake the tel ephone call back.

W will get there when we can

W want public access to this data on the web site
at the earliest possible time. The contracts were initially
for 6 nonths because this a learning project. W need to
rebuild those. That takes a 'fair anount of tinme and not just
t he possible expansion of sites, and finally, the expansion
of the nodel of the plasma derivative supply and demand t hat
was not on this last slide here, is to also get, is to decide
how best we can make the utilization of data.

The current New England, the paper about nortality
is and transfusion in patients with heart attacks has sone
very interesting data, HCFA data set that is conplementary
to the BURN(?) data. W have | ooked. Dr. Paul Ness has
| ooked at the BURN data and there are lots and |ots of
problens with using BURN data as neasures of utilization and
one of the things that we would |like to do and we cannot do
everything at once is to try to nonitor or at |ook at
utilization as a factor influencing supply.

That is a summary of the nonitoring project to
date before | go to the Septenber 24, neeting.

Dr. Bolton is it okay if | ask for coments and
questions on this presentation?

DR. BoLTON: Sure. | think that would be useful
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Are there any questions fromthe Commttee?

Dr.Lurie?
DR LURIE Steve, | hate to do this but can you go

back to that first slide of the data in turquoise and bl ue

and whatever else, turquoise and purple, | guess.

It is the first rPowerpPoint Or the second

PowerPoint.

DR N GHTINGALE:  The PowerPoint, sure. | will be
glad to. You never expect an easy question fromDr. Lurie.

DR LURIE: | guess what strikes ne about these
data, aside fromthe apparent trend downward is that from
nmonth to nonth there are sone fairly big fluctuations
downward, and sone of those look to me to exceed 1 nonth of
decrease in inventory over 1 month, and if one assumes t hat
t he demand for these factors remains stable and that there
is absolutely zero production of the factor in question that
would lead to a 1 nonth decrease in inventory. So, how do we
get decreases that sonetines exceed that?

DR NIGHTINGALE:  You picked up the linitation of

using days of inventory, weeks of inventory, nonths of

inventory as a neasure of either supply or denmand, and that
i's one nunber divided by the other nunber and there we are.
That is a hyperbolic function, and that neans it is not a

l'inear function, and what that neans is that these nunbers

are difficult to interpret literally. There really is an
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intellectual question here. | suspect that Dr. Epenstein
wants to answer the question for ne.

This is where we are to date with what | woul d
like to call the science of neasuring. w definitely have a
way to go.

DR EVENSTEIN. | amnot sure jf this is the answer
but this is US distribution, but the inventory could be
distributed worldw de.

So, If you had an increase in non-US distribution
it would account for your greater than 1 nonth decline. |
mean | think it is a real issue that we have to grapple with
because you are not really conparing apples and appl es.

DR LURIE: Qobviously sonething has to be done
about that problem but that is the explanation

DR NIGHTINGALE:  Yes, and | think, also, that
this is data fromthe manufacturers. |n the bl ood busi ness
we have a sinple economc nodel which is that there are
manuf acturers and that there are consuners and the
manuf acturers are at the Red Cross agency and to sone extent
the big three, Tanpa, St. Pete, Pittsburgh and Seattle, the
big community blood bank and the hospitals are consuners.

That actually works except the consuners are a
very heterogeneous lot. |n the plasnma business there are
internmediaries and the question is how to nmeasure those

intermediaries, and the second question is how to do that
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W thout violating individual rights, trade secrets,

confidentiality and that is a really inportant political
questi on.

DR BOLTON: Oher questions fromthe Committee?

Yes, Ray?

DR ROCS: Steve, ny perception is that blood
donors increased in Septenber as a result of the Wrld Trade
Center events, and it wasn't obvious in ny quick inspection
of the Excel graph that you had.

DR NIGHTINGALE: We did not see a substanti al
change in the inventories at the hospitals around the
country consequent to the Septenber 11, events.

There is, and Dr. Jones is on the front lines
here, and so | amgoing to send you into his answer. In
Cctober, yes, there is a real average increase, at least 5
percent | think increase. Wiat | would like to be able to
get at is to be able to quantify that increase for you, but
| have got the weekly jiggles and | have got the jiggles for
the time of day, and | really need to get a SAS(?) program
called XI2 out to filter those things out before | could
quantitate it. Wat we have through August is that our
sites, and these are our 29 sites, not all the sites in the
country, but 29 of them we are running on average about a
7-to-8-day inventory of all products, and that did not

change after Septenber 11, but Dr. Jones is the expert on
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Sept ember 11.

| think Dr. Jones has some additional conments.

DR JONES: Yes, it is well known there is a rea
nati onw de now worl dw de bl ood gut after the eleventh and
what you are seeing here | think on your Sunday is you are
seeing the capacity of the blood banks. They cannot take any
nore. In fact, if you really want to get an idea of how
much bl ood there is you neasure the cubic inches left in the
bl ood centers' refrigerators because it s really strange
that you don't see that there but in blood centers | amsure
if you were measuring those you would see a huge increase
in the inventories.

DR BOLTON: Dr. Stroncek?

DR STRONCEK: Speaking from our center or centers
that collect blood | think you have to nake the distinction
bet ween transfusion services and bl ood collection centers.
You know your nodel is just |ooking at transfusion services.
Red cells have a short outdate you know 42 days. Platelets
have 5 days. You are out of your mnd if you have nore than
7 days of blood at a hospital. You don't buy this stuff to
have it outdate and eat the cost. So, | think the fact that
this is not showng up is a huge flawin this kind of data
and | think it is a huge disservice to collect this kind of
data and distribute it if it doesn't reflect such a dramatic

t hi ng.
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For our experience blood centers really do have a
| ot of blood they are outdating. They have a huge anount and
if you are going to collect the data it should reflect the
situation. Oherw se, you should just forget it and not
col l ect the data.

DR MC CULLOUGH | do think it is necessary to
make a response to that. W do collect data on outdating as
wel |l as data on exporting as well as data on transfusing. W
don't see a lot of outdating. | think that | would just say
that perhaps | have beconme though | am a nephrol ogist, an
expert in the managenent of blood centers because of the
data that has come to ne and that | amtrying to give to you
and there are certainly many perspectives than the one that
Dr. Stroncek just articulated.

DR NI GHTINGALE: | have it here. | have 29 of
them and we are going to hear about that in alittle bit.

DR BorLToN: Dr. MCullough has a question?

DR MC CULLOUGH It is nore of the same. | think
Steve has done a great job of getting this project up and
running, and this is a good illustration of howit is at
kind of Phase |I. For the benefit of many to enphasize this
does reflect what a hospital needs to have on the shelf in
order to deal with the patients in that hospital. It doesn't
reflect the availability of the nation's blood supply. It

illustrates demand and nati onw de we woul dn't have expected
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to see any difference in this data because nati onwi de there

wasn't a net increase that was that noticeable in the demand
and actual use of blood as a response to Septenber 11. So
this is what we woul d have expected to see.

Hopeful ly, as Steve expands this activity, a
separate parallel set of data about blood availability can
also, total blood availability in the US can be devel oped.
This is just what is available in these hospitals as a way
of indicating whether they have an adequate supply on their
shelves. It doesn't indicate what is available in their
supplier's refrigerators.

DR BorTON: Let e briefly ask a question? Is

this sonewhat the fluctuation of the data snoothed out
because your graph is show ng the nedian data point? Is that
right? You are not showing the extreme, either the highest
or the |owest.

DR MC CULLOUGH  In these 29 hospitals there
wasn't a huge increase in the use of blood after Septenber
11. That is what it is show ng.

DR NI GHTINGALE:  The bottom two nunbers for the
29 hospitals are shown on the bottom graph here, and you can
see that there are a few circunstances where hospitals
reported a net of less than 2 days' supply. There are in
fact a couple of hospitals with good relationships with

suppliers that have |ower inventories than others. There are
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variations in inventory practice which | think are |ess

appreciated within the conmmunity than | mght have
anticipated there were. | guess | might say there is |ess
conversation in the hallways than | had antici pat ed.

DR BOLTON: Dr. Stroncek can correct me if | am
wong, but | think his point was that it did not show the
glut of that he expected should be shown and | think that
woul d only be reflected if you were showi ng the highest
supply, in other words the center or hospital with the
highest supply, and | take it +that the purple graph is the
medi um nunmber. So, in fact, those data may be there and if
they were replotted you woul d have very high nunbers in sone
areas. |s that correct?

DR NIGHTINGALE:  Yes. Ch, yes.

DR MC QULLAUGE | don't think so. The glut of
blood as | think Dr. Jones could elaborate, the extra bl ood
stays in the blood center if the hospital doesn't need it,
and these are 29 hospitals. qQur blood center had |ike 5000
extra units of blood. The amount of blood we had in the
hospital didn't change because we didn't have any patients
that were affected by Septenber 11. g5 our nunbers aren't
going to change, and you see hospitals, nost of them there
are a fewin New York City but nost of the 29 didn't have

any difference in their nedical practice. So, the nunber

won't change.




45
DR BOLTON: | guess then going back to Dr.
Stroncek's question is it valuable to have that kind of
fluctuation at the centers reflected in this data in sone
way ?
DR NGHTINGALE: | don't understand the question.

The data is the data.

DR BOLTON: But it is apparently not reflecting
the ebb and flow of collections at the centers as opposed to
at the actual hospitals. In other words it may be nore the
supply and then the consuner now.

DR NI GHTINGALE:  okay, what you are |ooking at
here is the consuner, and we are using days of inventory in
t he hospital as our best approxinmation for neasure of
demand. As | said, we are in discussion with the Red Cross
and wth Arerica's Blood Centers to identify and neasure
what we would all be confortable with as a nmeasure of supply
and right now that data cones say in advertisenents in the
New York Tines, and occasional, and it |inks around
Septenber 11. | think we all know that data, but that data
s, also, data that | nust enphasize is for very legitimte
reasons confidential until released by those agencies.

Per haps the m sunderstanding between Dr. Stroncek and nysel f
was in ny presentation for which | apologize but | didn't
specifically enphasize that what we are |ooking at here that

is new is the neasure of demand. The neasure of supply is of
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interest and to be blunt if | amin a hospital and | need a

bl ood transfusion | amnot interested in supply. | gm
interested in the denand being nmet and that is where we nade
the transition to the systemwe are going to right now.

DR BOLTON: Dr. Fitzpatrick, |et us not keep you
standi ng any |onger.

DR FITZPATRICK  That is okay. | stand all the
tine anyway, a lot nore lately.

Just to go back to Dr. stroncek's question and
maybe to help Steve a little since Septenber 11, e have
been receiving reports of the supply in the nation for both
mlitary and civilian blood. The supply has at | east
doubl ed, perhaps tripled but to go back to the idea about
expiration there is this perception that we are going to see
this huge increase which has |eveled out actually. W have
been seeing the sustainment of the |evel of about 500, 000
units of blood available in this country. It is taking a
little dip now, but we are seeing a little fluctuation, pyt
we are not seeing -- it is now 43 days past the event but
you went froma 2-or-3-day OF 4-or-5-day depending on
however you want to parse out the days of supply to 7 to 10
days of supply of a 42-day dated product.

Ve should not, if we are nmanaging that inventory
anticipate a huge expiration because we should be

transfusing and neeting the demand that Steve was show ng
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with this now increased supply of 7 to 10 days as opposed to

now i f we had a 45-day supply then | would expect to see a
huge increase in expirations.

W are seeing sonme isolated increases in
expirations. We, the DOD are seeing sone increases in
expirations because | don't have quite the flexibility in
Uzbeki stan, Oman, Saudi Arabia and other sites to rotate the
Inventory. So, once it goes it is pretty nuch gone, put
within the country we don't anticipate, and | don't see from
the figures we are gathering that there is going to be a
huge wastage of bl ood because good inventory managers should
be managing that inventory and now they have a bigger
inventory to manage, but it is not so big that they have so
much excess that there is going to be a huge outdate, |
don't think. | just wanted to clarify that.

DR NI GHTI NGALE: | think there is a very
i nportant follow up nunber that Colonel Fitzpatrick [et out
there and that is 500,000 units of inventory. If we just do
very sinple back-of-the-envel ope math transfuse 13 mllion
units a year that 500,000 is 1/26th of the year. That is a
2-week bl ood supply and that is reason for huge satisfaction
ri ght now.

| think the concern that all of us have is putting
out a nunber like that and say, "Okay, everybody go home.r"

That is the real danger in the project that | have

b
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undertaken is that it gives a false sense of security. | am

very acutely aware of that and that is really the basis of
the discussions that | kind of abbreviated between Dr.
Marthan(?) and nyself is how to provide the information to
the public in a way that will not distract themand let ne
just pick a nunber out of the air. Let us say 200, 000 but
what do | know, | am a nephrologist? W don't know what the
right, | as a nephrologist don't know what the right nunber
is but we all what we all knowis if sonebody needs bl ood
and cannot get it, we have got a shortage.

DR LURIE: | think what follows from David's
earlier comment is that the aggregated nmedia data could wel |
be hiding either successes, if you will, or failures and |
think you often said that spot shortages are the issue nore
necessarily than aggregate shortages and so |I think that is
just one el enent.

Second, you seemto depict the inventory data as
the index of demand, right, if | can just say that and | am
not sure that that is conceptually right. It strikes ne that
the inventory is not that. It has both a supply and a demand
element to it. Indeed it is the bal ance between supply and
demand that is reflected in the inventory. So, | am not sure
that one should be looking at it quite that way.

The third point is following up on Dr. Jones’

comrent it strikes nme that an additional nmeasure with nmaking
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the percent of capacity, it seems that at |east in New York

t hey reached that capacity and these nunbers, again, as you
were saying there is in effect alimt to how nmuch inventory
one would want to accunulate and it would be useful to
sonmehow include in the way the data are presented what that
limt is.

One aspect of that is that one woul d never have
inventory demand, whatever, say, 10 days for red blood cells
or another way would be to say that this is the fraction of
capacity that we are at, and | think that would be frankly
reassuring to people.

DR NIGHTINGALE:  Yes, | can nake two comments.
First of all, demand for those of you who know economi cs,
one is price and you can only neasure dermand by price if you
have a perfect market and what we have here is anything but
an econom cal ly perfect market.

So, what we have had to look for is an opportunity
cost and that is the sort of thing if | had $100,000 I woul d
hire a sophisticated economst to wite a paper on this
subject. In fact, there is a good economist | would like to
hire, Dr. Chevy at Boston University who has witten sone
very intriguing work on this field, put we didn't have tine
for that in July. So, we picked this particular surrogate.

The other point | wuld like to nmake is that we

are trying to correlate an objective nmeasure of the
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inventory switches that you have to take an action on a

particular day. That is what | hoped we would report to you
at the next meeting, but we have | ooked at objective

actions. | didn't have enough platelets. | didn't have
enough red cells. W had to put off a liver transplant for 4
hours while we had that blood shifted from sonmewhere el se.
Those are the things on which we wll be able to inprove our
measure of demand, but the neasure of denmand as you rightly
pointed out isn't a perfect blend and ny response to you is
that we are aware of that and trying to inprove it.

DR BOLTON: Speaking of opportunity costs we are
falling behind. So, | amgoing to delay your question as to
the Conmttee discussion after the next speakers and ask
Stephen to nove on to the update fromthe DHHS neeting of
Septenber 24, so we can proceed.

DR. NIGHTINGALE: This one | can, | promise, do on
schedule. Bear with ne. As | announced at the |ast TSE
neeting there was scheduled in fact, occurred a neeting in
the Ofice of the Secretary. It was on Septenber 24, to
address the question that is on the slide here. can the
department’'s BSE action plan, the plan that | described to
you at the June neeting be expanded to capitalize on the
human physi cal resources, the pharmaceutical and
bi ot echnol ogy industries?

The heading says that | amgoing to give you a
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brief sunmary of the neeting but | believe Dr. Freas that

copies of the summary of this neeting are available or not?

DR FREAS. The summary should be in the blue
fol ders of each Conmttee nenber.

DR. NIGHTINGALE:  Then you have a summary. So,
can make this even briefer than | m ght otherw se have made
it. The structure of the neeting was as follows: Dr.
R chard Johnson who can't be here today did give an overview
of the NIH support prograns. He identified approximtely 70
grants and about $20 mllion that is currently funded by
NI H.

After that 1 had asked Drs. David aAsher, Linda
Detwi |l er and Peter Lurie to address the questions of what we
do not know about Tses from the perspective of a regulator
of fluid parts, of animal parts and fromthe perspective of
a consumer and it is ny pleasure to refer you to the summary
not because of the summary but because of the thoughtful ness
of the presentations. | worked hard to try to capture the
essence of what they said, but if | failed the transcript is
avai l abl e on the departnment's web site.

| asked M. Jacklin and Dennis Berry to comment on
the relationships of industry to governnent and M.
Chri stopher Healy to comment on the wllingness of the
pl asma therapeutics industry to participate in collaboratory

research and M. Healy has been very constructive in that
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respect.

Then, also, Dr. Robert Wler and Dr. Neil
Constantine made specific invited presentations. Dr. Ray is
for a core laboratory facility to permt broader
participation in BSE research. Dr. Constantine is for a
col | aboration anong academ c clinical pathologists to work
on the nechanics of test devel opnent.

The boss then spoke and this is a sunmary of his
remarks. He said that the projections are there will be $30
mllion in Fiscal Year 2003 for BSETSE research and | am
quoting here, and it is inportant that | do quote him
accurately. It is a scientific rather than a budgetary
constraint and the actual anmount depends on the science
nmerit of proposals. He said that the scientific nerit is
judged by the independent peer review, said that nore noney
coul d probably be spent, that he would do what he could to
see that that was acconplished. He, also, said if the
scientific proposals did not pass nuster then we woul dn't
spend the $30 million. W wouldn't spend the $30 nmillion
unl ess the governnment was getting its nmoney's worth.

He then asked the question do we now know enough
to thoroughly and rapidly review any regul atory docunent
instrument to anticipate that we deal with BSETSE issues. |
will return to this question later, but his imediate

followup is if not is industry interested in working with
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us to develop that aspect of scientific know edge about BSE

and TSE that both industry and government wll need and
finally, in response to a question, | believe this was from
Dr. Drolpen the Secretary would consider suggestions to
nodify traditional grants prograns particularly the tine,
the duration of those grants to neet the specific needs of
BSE and TSE researchers.

After the Secretary's coments we had a panel of
eight presenters. This is just the part that says, "Meeting
summary No. 2, Dr. Sheath, Dr. Fells, Dr. Johan, Dr. Monser,
Neyman, Aker, G ossman and Burke all gave presentations
whi ch the departnent once again thanks them for those
efforts and after the presentation there was a period of
di scussion and | sunmarized that discussion in this slide.

First in response to a question Dr. Johnson
reiterated a point that was made in the BSE action plan that
the principal bottleneck in his viewto progress in this
field was a shortage of investigators.

Dr. Drohan gently but firmy challenged that
position and he pointed out in the presentation at the
meeting just his contention that in fact the bottl eneck was
not a shortage of investigators but a shortage of |aboratory
facilities for those investigators to work. | think it was
fair to say on behalf of both that one of the question is

not who do you count as an investigator but where do you
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count them |s there a shortage in academ cs? That is Dr.

Johnson's experti se. |'s there a shortage in industry? That
is Dr. Drohan's expertise, and Dr. Drohan's comments at that
time were very persuasive and they were followed by Dr.
Rohwer who pointed out that there was a nunber of productive
investigators in Europe as well. | think that Dr. Rohwer did
reconmend a recruitnent effort, a brain drain. W are taking
that consideration under advisenent but we did take Dr.
Rohwer's Ot her statements very seriously.

It was al so pointed out by M. Hayward of Q RNA
that at that nonment there was a shortage of venture capital
and that could be considered something of a bottleneck. M.
Denni s Jackman Who had spoken earlier pointed that it is in
industry culture and it is there to focus as nuch of the
efforts as possible on the single surest path to a goal and
that one thing that could benefit all concerned would be for
facilities so that ideas that mght take |onger to devel op
or mght have a higher risk in the short run could receive
those scientific risks. There was a very pointed conmrent by
Dr. Lynch that | recomrend to you. Dr.Lynch was for nany
years a very val ued enpl oyee of the governnent and we m ss
him H's pungent comment was that there is a distinct data
shortage of data for regulatory review and that is a coment
that | think is very much worth repeating here, and an

advant age of putting additional funds into research would be
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that it could address that need which mght not be felt

today but will certainly be felt soon if it is not addressed
and finally, Dr. Dodd stressed the need to spend sone tine
on the societal inpact of various CJD screening in blood
donors. So, in ny final slide here we are.

The proposal is on the table. Proceed with the NIH
conmponent and the action plan including the RFA but there
has not been a lot of enthusiasm for the suggestion that
specific prizes in this field be devel oped and that
suggestion is not at this time under active consideration.

| have the core |aboratory, Dr. Constantine's
proposal is also under consideration as | understood the
time frane on the 29th, and the snall business innovation
research grants for BSETSE research

| would be glad to answer any questions.

DR BOLTON: Thank you, Stephen. | think what we
should do is to hold the questions on this particular topic
and proceed through our next four speakers so that we can
then entertain questions for all of these areas after the
open public hearing.

So, at this tinme | would like to wel cone Dr.

Bi anco who will begin the update on the anticipated
i npl ementation of the new donor deferral policies.
DR. BIANCO  Thank you, Dr. Bolton, and | hope

that our statenment that you all received this norning wll
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hel p answer sone of the questions that were raised earlier.

Arerica's Blood Centers as many of you know is a
national network of locally controlled non-profit comunity
bl ood centers that collect half of the blood supply from
vol unteer donors. Collectively we operate in 45 states and
serve nore than half of the nation's 6000 hospitals.

ABC's total collection exceeded 6.7 mllion pints
in the year 2000, and we thank the FDA for the opportunity
and the invitation to participate in this public neeting.

On June 28, 2001, exactly 4 nonths ago ABC
expressed before this Commttee its concerns about the
i npact that donor deferral policies designed to address the
theoretical risk of transm ssion of CID or variant CID by
transfusion could have on an already limted bl ood supply.

At the end of August FDA issued its draft
gui dance, reconmmending that individuals who lived 3 nonths
or more in the UK and 5 years or nore in the renainder of
Eur ope be deferred from donating bl ood.

FDA, also, recomrended the inplenmentation in
phases as Dr. Scott has presented to us and the estinmate
that 5 percent of our donor base would be |ost on that.

W are submitting comments to the draft gui dance
and those coments address operational issues and they
actually do not alter the spirit of the guidelines.

The nost inportant issues that we are addressing
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in our comrents are we asked CBER to elimnate
recommendations to retrieve/quarantine/destroy all in-date
products from donors W th classical or sporadic CID because
there was a | ot of reasoning that has already been presented
here that indicates that transm ssion of classical CID by
bl ood and bl ood products is unlikely.

W urged CBER to nodify the proposed donor classes
to assure sinplicity, clarity and better donor conprehension
and finally, we expressed major concerns about the
complexity of two different inplenentation dates, and we
actual |y asked for a single inplementation date in Cctober
that woul d ensure that education for donors, blood center
staff, training and literature, donor registration cards and
standard operating procedures would not have to be revised
twice in a short period of tinmne.

Qur position of our centers regarding the FDA
draft guidance, ABC nenber centers strongly believe that FDA
made a diligent effort to balance safety and availability.
Seventy-three of the 74 nenber centers that are based in the
United States plan to inplenment the FDA recommendations as
witten and as stated in the final guidance. Only one of ABC
nmenber center plans to follow the American Red Cross
deferral strategy. Thus, and that is a relatively snal
center, over 99 percent of the alnost 7 mllion units that

ABC collects will be perforned according to the FDA
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recommended criteria.

ABC nenbers want to reaffirmtheir support of the
FDA as the agency responsible for setting national blood
safety guidelines. W strongly disagree with the nore
restrictive approach adopted by the ARC because it may
reduce the donor base by 8 to 9 percent or maybe |ess
according to their data, wthout the benefit of additiona
protection. Both the FDA algorithmand the ARC al gorithm
achieve statistically identical protection fromtheoretica
risk. The difference, and it is an inportant difference is
in the donor |oss.

| would like to touch upon Tuesday, Septenber 11.
As we prepared ourselves for the potential major blood
shortages associated with the precautionary deferrals our
i ves changed.

In less than an hour after three airplanes
hijacked by terrorists crashed into the Wrld Trade Center
in New York Gty and the Pentagon, in Arlington, Virginia,

t housands of Americans donated blood in anticipation of the
needs of survivors. Blood centers soon were overwhel med by
the public response.

By | ate Wdnesday bl ood center refrigerators were
full, their staff exhausted and their hospitals supplied
wth all their needs for days to conme, and | think the data

show exactly that.
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Wthin 24 hours of the attack concerns about the
availability of blood and bl ood products turned into
concerns about excess collection, outdates and potenti al
shortages in the weeks ahead because nmany donors schedul ed
to give in the com ng weeks had responded to the current
crisis.

Tragically the need for blood was m nuscul e
conpared to the enormty of the attack. The New York Bl ood
Center, a nenber of America's Blood Centers that provides
nost of the blood used in the Geater New York City
di stributed only 600 additional units of red cells in the 24
hours that followed the attack or an increase of 20 percent
over their usual daily distribution.

Utimately nore than one-quarter mllion people
and the exact nunber is 259, 714 donated bl ood to ABC centers
from Tuesday, Septenber 11, through Sunday, Septenber 16.

Overall this represents nearly three tines nore
bl ood than these centers would have collected in the sane
tine frane.

As a group ABC nenbers collected a | o-day supply
of blood in only 4 days. ABC ha provided the Conmmttee and
the audience with reprints of a coomentary that was
published in the Cctober issue of the Journal of
Transfusion. |t summarizes our experience in the weeks

following the terrorist attack.
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ABC worked closely with governnental agencies.
FDA officials called us within hours of the attack to ask
what was required to naintain an uninterrupted bl ood supply.

The Arny Services Blood Program O fice of the
Departnent of Defense was in continuous contact to offer
assi st ance.

On Friday, Septenber 14, the Assistant Secretary
for Health convened a nmeeting with officials from ABC, the
Arerican Association of Blood Banks, the Anerican Red Cross
and governnent branches involved in the emergency to
eval uate the status of the blood supply and to provide the
Arerican public with a unified nessage about bl ood
donati ons.

W all agreed that the bl ood supply was sufficient
to neet all anticipated short-term needs and that the
nation's focus nust change to assure the |ong-term needs
over the ensuing nonths.

Unfortunately, Ilater that day ARC rejecting what
we thought was consensus continued to issue calls for blood
donations and the excess bl ood would bestored in a frozen
bl ood reserve.

| would like to talk a little bit about variant
CID deferrals in the future. Blood services in the United
States as | said before have changed with a single

devastating event.
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W knew that the American population was wlling

to donate blood in a nmonent of national crisis. W saw it
with the earthquake in San Francisco, the GQulf War, {pe
Gkl ahoma City bonbing and now the terrorist attack.

W have docunmented that there is a strategic donor
reserve ready to be nobilized in times of extraordinary
need. What we don't know is whether we can sustain such a
response as the urgency decreases but demand for bl ood
I ncreases.

Qur past experience led us to conclude that only a
smal | portion of individuals donating during catastrophic
events becone regul ar donors.

ABC nenbers do not believe that frozen blood is an
effective solution. Frozen blood is extrenely valuable for
mai nt enance of small rare blood repositories for patients
with rare blood cell phenotypes like patients with sickle
cell disease and thalassema. The process is too slow and
cunbersone for managenment of large inventories in national
ener genci es.

ABC agrees with Carl Fitzpatrick from ASPPO. The
best place to store blood is in the donor. ABC nenbers are
working actively to transformthis good wll and notivation
to donate blood into a sustainable continuous contribution
to the lives of patients in need.

"We are'investing in extensive market research to
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| earn how these individuals can be persuaded to donate nore

often. We will launch a najor nenber initiative, donor
initiative campaign in a few weeks and continue through the
i ntroduction of variant CID deferrals to assure that
hospitals and patients served by ABC centers have an
adequate bl ood supply.

W will, also, contribute to the HHS efforts in
data collection for nonitoring the adequacy of the bl ood
supply. W can provide supply data. Qur initial nonitoring
systemw || be inplenented in the next few weeks, 2 weeks
actually, and | would like to thank you very much for the
opportunity to present our point of view, and | don't know
if you want me to answer questions.

DR BoLTON: No, | think we will hold questions
until after all the speakers have had a chance to speak.

Thank you, Dr. Bianco.

Qur next speaker is Ms. Jacquel yn Fredrick from
the American Red Cross.

Ms. Fredrick?

M5. FREDRICK.  Thank you. M. Chairman and
nmenbers of the Advisory Commttee, we are delighted to be

able to share with you our experiences of the last 4 nonths
in ensuring the availability of the blood supply and
preparing for variant CID deferrals.

The Red Cross is conmtted to devel oping a stable
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and sustained bl ood supply to nmeet increasing patient needs

and hospital demand for these |ife-saving products.

In June we briefed this Commttee on our plans to
make chronic cyclical shortages a thing of the past. W
shared with you the new systens we were inplenmenting to
nmoni tor the amount of blood collected, distributed and
inventoried at all of our blood centers nationw de as well
as the market research and outreach programs to reach our
generous bl ood donors.

Even prior to the attacks on our country the
summer canpai gn highlighted our ability to increase bl ood
col l ections by using the right strategy and resources. Qyr
goal is nowto sustain this effort.

By expanding and refining strategies we are
working to ensure that we will collect 9 mllion units of
blood within 5 years.

| would like to share with you our ability to
respond to the blood availability needs of these past
months. First, let me address issues in New York

The Red Cross is conmitted to neeting the patient
needs throughout the country. In June the Committee heard
from New York Cty hospitals, the New York Bl ood Center, the
New York Health Conm ssioner, Dr. Novella about concerns
related to the potential inpact of an expanded donor

deferral criteria for variant CJD
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It was estimated that the deferral would result in
cancel | ation of over 7000 transfusions each month in the New
York and New Jersey hospitals in the netropolitan area.

I n August the Red Cross responded to this need b
announcing plans to provide blood to the New York Gty area
to avert any supply crisis during a transition away fromthe
area' s dependence on European bl ood.

I n August in response to these concerns and after
di scussions with the FDA and the State of New York
officials the Arerican Red Cross commtted to provide
180, 000 units of blood in order to cover the [oss of blood
i mported from Europe by the New York Blood Center as well
as the potential loss of donors in the New York City area.

W communi cated this pledge of assistance to the
FDA, New York Blood Center, the New York State Public Health
Conmi ssioner, the Geater New York Hospital Association and
to the New York Congressional Del egation.

As | said, back in January the first time we had
presented to this Commttee we believed it was the
responsibility of all the blood providers to cone to the aid
of the patients in New York.

Turning to the events of Septenmber 11, the Red
Cross was, also, able to inmediately nobilize its unique
national network to respond to the horrific attacks in New

York City, Washington, DC and Pennsylvani a.
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The Red Cross nmoved nore than 5000 bl ood donati ons

within hours to the two Red Cross blood centers closest to
the netropolitan area. This added to the already 5000 units
al ready positioned around that netropolitan area in
Washington, DC for a total of 10,000 units.

Unfortunately, only about 1000 donations were
actually shipped into the New York and New Jersey areas.

| would now like to turn to the inpact of the
variant CID deferral. The Committee has asked us to discuss
the anticipated inpact of an expanded donor deferral for
variant CID.

As you know, the Red Cross inplenmented its new
deferral policy for variant CID on Cctober 15, of this
month. The Red Cross will defer donors who have spent tine
in the United Kingdom for accunulation of 3 nonths since
1980 or donors who have spent tinme in any European country
for 6 nonths or nore since 1980 or donors who have received
a blood transfusion in the United Ki ngdom

In May to prepare for the expanded deferral the
Red Cross comm ssioned Wrthlin Wrldw de to perform a
t el ephone survey of a nationally representative sanple of
Red Cross donors. Those were donors who had donated in the
last 12 nonths to determ ne the nunber of individuals that
woul d be deferred under the new Red Cross policy.

The findings of this survey indicated a total of 3
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percent of our eligible donors will be deferred with a

margin of error of 0.6 percent and potentially additionally
an additional 1 percent will erroneously self-defer even
t hough they are actually eligible to donate.

Taken together, the results of the survey indicate
that within the Red Cross we could anticipate about 4
percent |oss of our donors.

Since Cctober 15, we have been nonitoring the
deferral rates on a daily basis across the nation to
determ ne the inpact of collection and nmake inforned
deci si ons about our collection goals.

|t appears that through our efforts to educate our
current donors we have sent out about 5 mllion letters to
our bl ood donors informng them of the change in our policy
and encouraging themto donate if they were eligible.

Education of our sponsors. The on-site deferral
rates will be substantially |ower than even 4 percent, and

we had planned in our collection goals for an 8 percent

| 0ss.

V¢ have, also, turned our attention to increased
collections. Prior to Septenber 11, the Red Cross had
al ready seen a dramatic increase in collections resulting
fromour initiatives to grow collections and mtigate any
| osses anticipated fromthe expanded variant CID deferral

Presenting donors to the Red Cross surged to 7.5
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mllion in our Fiscal Year 2001, which was a 6 percent

i ncrease over prior year.

W had, also, inplenented finger sanpling for
henogl obin. If you had | ooked at discounting that and just
| ooked at gross increases in presenting donors we actually
saw an 8-1/2 percent increase in productive units.

Qur collections in July and August this year have
i ncreased 8 percent over the same nonths |ast year. The
i ncreased collections had a direct inpact on our inventory.

Qur total red cell inventory was 33 percent higher
this August than the past year and our type O inventory was
83 percent increased over |ast August.

There has been a trenendous outpouring of
Arericans wishing to give blood in response to the attacks
on our country. In this period of uncertainty the Red Cross
has a responsibility to be prepared for any contingency such
as additional terrorist attacks on American soil or the
potential to support the US mlitary program

During the imediate aftermath of the Septenber 11
attacks we expanded bl ood collection, storage and freezing
capacity so that we would not have to turn away donors who
were seeking confort in donation with the Red Cross.

We are now continuing those activities so that we
can build and maintain a large readily deployable |iquid

inventory of blood and grow the frozen bl ood supply.
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The 2-to-3-day inventory of blood that was
traditionally tolerated within this country is inherently
i nadequate. At present the Red Cross has at |east a 10-day
inventory and our goal will be to sustainthat inventory
between 7 and 10 days in a liquid formin addition to frozen
bl ood reserves.

W continue to nove forward with our long-term
initiatives to build a stable and sustained bl ood supply. W
have been forecasting collections for over a year and one-
half and we continue to refine our projection and demand
model s.

In conclusion, on behalf of the Red Cross | would
like to thank you for this opportunity to provide our views
and strategies to increase blood collections. W are
confident and optim stic that the goals of safety and
availability can be achieved through dedi cated resources,
coherent strategies that we are inplenenting throughout the
Red Cross system

Thank you.

DR. BOLTON: Thank you, Ms. Fredrick.

Next is Dr. Robert Jones fromthe New York Bl ood
Center.

DR. JONES: Good norning. | would like to first
thank the Conmttee for the opportunity to address you

again. It is getting to be a regular visit. If youwll,
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this is our report fromground zero.

Septenber 11, certainly changed our world and at
least tenporarily it, also, altered the |andscape of bl ood
donor recruitnent and bl ood supply.

Suddenly we went from suffering the perils of
chronic blood shortages to dealing with the equally
probl ematic issues of acute oversupply and system overl oad.

Relative to the rise in new bl ood donor deferrals
rel eased as draft guidance fromthe FDA we have experienced
some setbacks in inplenenting the plan initiatives because
we suddenly had other priorities related to the Wrld Trade
Center attack.

The setbacks are related to delays dealing with
our European partners for planning the phase-out of Euro-
bl ood, postponenents of neetings with the mlitary and
delays in dealing with alternative US suppliers in addition
to putting off some of our initiatives that we had
i mpl emented prior to Septenber 11.

As a review | would just like to rem nd you we
stand to | ose approximately 210,000 red cell units fromthe
New York City affected blood supply which is a conbination
of Euro-blood, 180,000 units which counts the type mx
effect and 30,000 units of our own collection, sp a total of
over 25 percent of the area supply.

Now pending further discussions with Europeans in
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publishing a final guidance we now see phasing out
approximately half of the European supply at the end of May
and the remai nder at the end of Cctober 2002.

Qur own donor |osses from pan- European deferrals
will be absorbed in Cctober as well. These supply gaps will
be made up by a conbination of increasing our own
col l ections and purchase of red cells from ABC centers BCA
Bl ood Centers of America and the Anerican Red Cross.

These purchasing arrangenments are being finalized
as we speak. W& expect that the relative contributions from
col l ections and purchases wi |l be about equal through the
end of October.. After october 2002, the contributions from
NYBC col l ections will continue to rise as a percentage of
the total supply.

W are very hopeful as others that the surge of
new bl ood donors as a result of September 11, attacks wll
add to the overall donor base of our collections. W now
have active prograns in place to engage the thousands of
donors who were asked to defer donation during the disaster
or who were first-tine donors that we actually collected.

However, wth optimsmand with the current
oversupply there are warnings that the supply may be |ess
stabl e than when we were dealing only with chronic

shortages.

Consi stently surges of nassive appeals are
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followed by proportional troughs of donations that can |ead

to shortages.

Furthernmore, and this is a point | wll expand
upon after Colonel Fitzpatrick's remarks, massive outdating
and disposal of red cells fromthe overcollections follow ng
the attack will become public. |t is not a day that goes by
now that | don't have two or three reporters who are
i nqui ri ng about our supply and what our plans are to do with
over supply.

W really won't have any precise or accurate jdeas
of what outdating mght |ook |ike until probably about »
weeks.

Now, the reaction of the donor base to these
public events is unpredictable, and we feel nust be
carefully nmanaged in order to recognize the educationa
opportunity regardi ng the perishable nature of bl ood.

The public, one of the things we consistently
learn fromthe public as we have a ot of tine to talk to
t hem when they are standing around waiting to donate bl ood,
they sinply do not understand that this is a perishable
product .

Wiereas we would all like to believe that bl ood
shortages will never recur after recent events realistically
we feel the supply is now even |less stable and nore

unpredi ctabl e than before Septenber 11.
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Upon review ng the draft gui dance we, al so, have

concerns about public inplications and the nanagenent of
public perception that should be addressed. Qur donor
groups, Organi zations as well as our hospital customers have
expressed these concerns. They are related to the
underlying principle of geographic deferrals. Specifically
as BSE is identified in other parts of the world or in the
US is there a plan to extend this principle and how far wll
t hi s nmechani sm be extended?

WIl the mllions of US citizens who travel abroad
be warned of the risk of transfusion in BSE countries, and
finally, does the public health benefit warrant the
exclusion of 15 mllion Americans approximately and over 550
mllion Europeans from US bl ood donor eligibility?

These questions and others are concerns fromthe
public as well as the transfusion nedicine community and
certainly will not be answered easily or today.

However, we hope there are issues that will be
integrated into the future thinking of this group and
actions of this group and FDA as guardi ans of bl ood safety.

As a vanguard bl ood care organi zation we renain
committed to blood safety and the efforts of the FDA and
this group.

W assure you that we are working diligently to

manage this new horizon. However, we hope you, also,
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recogni ze the new dynam cs introduced by the nation's war on

terrorismand how the priorities of the public and the bl ood
care system continue to evolve day to day.

Thank you.

DR BoLTON: Thank you, Dr. Jones and finally
Col onel Fitzpatrick fromthe Armed Services B|ood Program
Ofice.

DR FI TZPATRI CK: Good norning. Thank you for the
opportunity to speak. Since we took a turn toward the bl ood
supply, | amgoing to preface ny presentation on vcgp if it
is okay. | will stay within ny tine period.

W have had questions and discussions with Dr.

Ni ghtingal e's presentations and the others about the bl ood
supply. | just want to nake a couple of comments.

Qur responsibility is to judiciously recruit,
safeguard and guarantee availability of blood, while we are
frank and honest with our donors about the need and what
happens to the bl ood we collect fromthem

After Septenber 11, there has been a huge

out pouring of blood donations. As Dr. Jones said, we really
don't know what is going to happen in the future. Wrld War
Il and Korea created a core of lifetine blood donors.
Vietnam did not. Mst of the blood supplied in Vietnam
actually 95 percent was provided by the mlitary, not by

civilian collection agencies and Desert Shield, Desert Storm
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because of it being a short war did not create a lifetine

group of blood donors.

We now have a different.situation. W have a
situation in which our honel and has been attacked. W see
constant notifications in the press about anthrax and
honel and defense, and | will go back to ny first statenent.

It is our job as blood suppliers to judiciously
recruit and safeguard the bl ood supply and guarantee
availability while being honest with our donors.

So, that is the challenge that is ahead of us, the
bl ood suppliers. The chall enge ahead of you is to not become
preoccupied wth the availability of the blood supply, the
i npact on the donors but to provide us, the blood suppliers,
the scientific information that the FDA, Health and Hunman
Services, the Red Cross, ABC and ourselves at DOD need to
determ ne who to collect the blood fromand what the risk to
the blood supply is fromthis agent, and I woul d ask that
t hat be what you focus on because we need good valid
information to nake our determ nations.

| was quoted as saying that the best place to keep
blood is in your veins, and | did make that statenent at an
NCHS neeting, but | would like to, also, say that we, DOD
do maintain a mxed inventory of liquid and frozen bl ood,
and we are in the process of replacing that inventory wth

new technol ogy which makes it nore available and wll
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provide us 14-day dating after we thaw and degl ycerolize it

because we have to supply blood in places that nost people
don't. We have to deal with the fact that there have been
spot shortages in this country in the past, and we don't

al ways have the influence of an attack on our country to
recruit donors, and we have ships at sea and other things
that nost people don't have to deal wth.

So, in light of that and if we judiciously recruit
the best place for the donor to keep the blood until we
recruit themand tell themto donate is in their veins, but
we want themto respond when we ask themto donate.

W had a glut of donors in Septenber, and we have
continued to have donors. Wiat Dr. Jones was alluding to was
that in Novenber and Decenber we don't really know what will
happen.

It is our job and our goal to maintain that supply
and be able to deal with that.

So, wth that | wll go on to the next slide here
and tell you what we are going to do with CID. You may heard
in the press that we limted access to sone of our bases for
civilian collection agencies. That was not in response to
variant CID. That was in response to the need to be able to
respond quickly and immediately to an increased surge or
requi rement for blood fromour own donor supply. W operate

21 bl ood donor centers. W collect about 105,000 units a
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yvear, 1 percent of the nation's blood supply, not a |lot, but

we by maintaining our own program are not subject to those
troughs and peaks that Dr. Jones alluded to. W do have our
own troughs and peaks, but we try to maintain the ability to
respond.

So, if that comes up | just wanted to clarify why
we did that. It was not in response to inplenmenting the
variant CID policy.

Monday we will inplenment our guidance which is
based on the FDA gui dance docunent that we have worked with
the Red Cross, FDA, ABC and HHS over the past, | don't know,
18 nonths, however, long it has been to cone to sone
conclusion as to where we would be drawing blood within this
nati on under about the same guidelines for everyone. That
was our goal .

Cur goal was to have a blood supply that was
col | ected under the sane guideli nes. The difference in our
i npl enent ati on between what we have done and what the
gui dance docunent for FDA says is that it would, and there
was a question previously about how hard is it to
differentiate between north and south of the Alps and the
years 1980 to 1990 and 1980 to 1996. W operate three bl ood
col l ection programs, each service, the Arny, Navy and Air
Force operate their own prograns under, their own FDA

l'icense. They have their own QA officers and QA program
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Their QA officers came to us and said, "we think this is

going to be hard to do."™ There is a lot of travel between
north of the Al ps and south of the Al ps. People sonetines
rotate between north and south of the Alps. W go on what is
called tenporary duty. An Air Force individual who is
stationed at Ramsdine(?) Alr Base in Gernmany m ght be
stationed tenporarily in Italy for a period of tine,
sonetimes 30, 60, 90 days at a tine. \Wat we would be asking
t hose people to do is recall back through the years 1980 to
1996 when they were stationed where and how | ong they spent
in those |ocales, and they try to be honest with us. They
really want to be honest with us. \at we anticipate would
happen is that they would go hone, talk to their wife who
woul d  say, "You know, honey, you were TDY down in Italy a
lot," and that m ght have added up to 6 nonths. In order to
al l eviate those post-donation callbacks and the quote errors
and variances that mght result fromthem and to nake it
easi er for our screening personnel who are not nurses; they
are primarily enlisted personnel with nedical technician
training, a 2-year program of training and a speci al
training in blood banking. They are certainly not novices
and they are not untrai ned.

W wanted to keep it as sinple as possible for
them Sone of you may recall the mlitary tries to keep the

KISS principle. So, we conbined those two categories and we
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are deferring anyone who was stationed in Europe from 1980

to 1996 for 6 nonths or nore for sinplification in the donor
screening process.

Everything el se that we have done conforns wth
the FDA guidance. W reduced tine in the UK from6 nonths to
3 months. There is some question about the 5-year policy.

If I was a college student on exchange in France for 4
years, | wasn't a DOD person who spent 6 nonths. Wll, the
5-year thing applies to you, sorry. If you spent 5 years in
Europe as a non-DOD affiliated person then you will be
deferred, and then after 1996, for those people currently
stationed in Europe the 5-year deferral applies to them and
that is our policy. |f you had been there from January 1,
1997, to January 1, 2002, then you will cone under the 5-
year deferral program

The anticipated loss prior to Septenber 11, was 18
percent. That is still the loss. W know 18 percent of our
personnel that are currently on active duty spent at |east 6
nmonths or nore stationed in Europe.

Just as the Red Cross we had a pre-information
canpai gn. W have educated our groups. W have tried to
educate our donors. | cannot tell you what the loss will be
at the door Monday when they present and how many of them
wi Il actually come and present. | know that we have already

had conplaints fromlong-tine donors as to well | can donate
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this week, but | won't be able to next week.

My answer to themis relatively sinple. | am one
of that group, too. | have spent 6 nonths in Europe as nost
of us old colonels have, and ny famly is the nost upset
i ncl udi ng nmy daughters who won't be able to donate until you
as an august scientific body can present us with the right
information to reinstate them as donors or tell us when we
m ght be able to do that.

What are our concerns? Japan is a concern to us
because we have a large group of Navy personnel stationed in
Japan, Marines and Air Force, not so many Arny. Those ot her
nanel ess Asian countries that nmight have received bone neal
products that we haven't been told about yet are of concern,

al so, because the Arny has a |arge group of people stationed
in Korea

Qur problemis that once a country cones out on
the USDA |ist as a BSE country our veterinary agency takes
action to deal with the food products that are purchased and
consumed within that country locally and that raises the
question to ne as the head of the blood program well, we
cannot use the food anymore; Wwhat are you going to do about
the bl ood, and | need sone help to do that.

| need a tinme franme to work with. So, | would ask
that this not be delayed until the next neeting but there be

some sort of action taken to hel p address what tine frame we
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are concerned about here in the inportation of bone neal
fromthe UK, what is the risk of BSE transmssion to

i ndi vi dual s who may have consuned beef in Japan and how do
we as a blood collection community deal with those donors?

So, that is really what | am asking you today
about Japan.

In closing, which | nay have gone a m nute over,
and | apologize, | would like to just reconfirmthat what |
woul d appreciate fromny standpoint from this Conmittee is
that you assist us in interpreting the data, however m nimal
that data nmay be and that you assist us in applying the
precautionary principle that Dr. Epstein tal ks about so
frequently in taking the data available at the nonent,
applying it to the donor population, allowing us to help
interpret that so that we provide a safe bl ood supply, as
safe as possible and aneliorate whatever hypothetical or
real risk there may be for the transmssion of TSE to a
transfusion recipient.

Thank you.

DR BoLTON: Thank you, Colonel Fitzpatrick

| would, also, like to thank you on behalf of the
Conmttee for all of your service and all those in the Armed
For ces.

W now will nove to the open public hearing, and |

under stand we have one person who signed up or requested to
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speak, that is Kay Gegory, Director of Regulatory Affairs
fromthe Anerican Association of Blood Banks. |Is Kay here?

Very good, Ms. Gregory, you have the floor

M5. CGREGCRY:  Thank you very much for the
opportunity to speak. | want to clarify that we have
actually provided for the Conmttee three different sets of
comrents on this guidance docunent. They relate to different
issues and the one that | amspecifically going to discuss
today is construction of donor questions that shoul d be
printed on the questionnaire to deci de whether donors should
be deferred or not.

The American Association of Blood Banks is the
prof essi onal society for over 8000 individuals in blood
banki ng and transfusion nmedicine. \W are the professional
associ ation for 2200 institutional nenbers who are involved
in all aspects of blood collection and in transfusion
servi ces.

Qur nenbers are responsible for virtually all of
the blood collected, and nore than 80 percent of the bl ood
that is transfused in the United States and in the last 50
years the AABB has maintained an adherence to safety and
availability of the nation's blood supply as our primary
concern.

Today | want to speak on behal f of the AABB

i nterorgani zational task force for redesigning the uniform
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donor history questionnaire and this group is rather

widespread. It consists of many different individuals. There
are representatives fromthe bl ood bank organization. There
are liaisons fromboth the FDA and CDC and the Canadi an

bl ood services and we, also, have survey design experts
statisticians and an ethicist who is representing the public
on this particular group, and this task force is engaged in
an extensive process to redesign and sinplify donor

qguesti ons.

By way of background the initial step of this
project, of this task force was to eval uate the current
qguestions and suggest new wordi ng.

The new wordi ng would help in focus groups of
experi enced donors as well as non-donors, and based on that
i nput we nade additional changes.

W are currently in the process of further
eval uation of questions utilizing one-on-one cognitive
interviews that are being conducted by the National Center
for Health Statistics.

These questions are on the AABB web site to
solicit input fromthe public as well as fromour own
menbers. Bl ood col lection personnel will, also, be asked to
review the final document and based on effective feedback
fromall those sources we may be able to make significant

changes, and we view this to be the final product to FDA for
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their approval.

| tell you this by way of background because |
t hi nk many people think that donor questions are very sinple
to design. Al you have to do is figure out what you want to
ask them and | amtrying to nake the point that that is not
the case and particularly not if the questions are going to
be validated and donors are going to understand what it is
we are trying to ask themw th these questions.

In terms of questionnaire format our sinplified
questionnaire will have time periods of concern. So, for
exanple, we w |l probably have one headi ng of "Have you
ever?" because there are a whole bunch of questions we want
to know about, "Have you ever done this?"

Al the questions that we want to know about "Have
you ever?" would then fall under that heading. Another
exanple, the time period that mght be used then woul d be
1980 to 1996. So, from 1980 to 1996, there would be a series
of questions that would apply to that tinme frane.

This type format is supported by the survey design
specialist and was al so proposed and di scussed at the
Cct ober 2000 joint FDA, AABB workshop to redesign the donor
history questionnaire, and we want to take this opportunity
to comment on this aspect of the draft guidance that we are
di scussi ng today.

During that 18 nmonths we have conducted focus
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groups to, as | said, evaluate the current questions that

were al ready approved by the FDA. W then nodified the
questions based on this focus group feedback. Tne
alternative wording that we are now proposing for this
particul ar guidance on CID and vcdp i s based al nost
exclusively on these previously obtained focus group data.

Wien focus group data were not available for a
specific question the survey design specialist on the task
force provided the requisite expertise for devel opi ng sone
new wor di ng.

The task force has now conducted focus groups to
conpare the questions that were proposed by the FDA in g
gui dance with the wording that the task force proposals in
our comments to the guidance.

Unfortunately, we have just conpleted those focus
groups. So, all we have is a very quick | ook at raw data,
and | cannot provide you any details on what the focus
groups said other than it is very clear that the focus
groups preferred the nore sinplified | anguage that the task
force has suggested.

However, there are some concerns even with our
sinplified | anguage and they have made some suggestions
which we will be [ooking at and we will be submtting a
second set of comments to the FDA as quickly as possible

that we now would |ike to change the wording that we have
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even proposed.
It is inportant that in these focus groups that we

did we did include mlitary personnel. Thanks to sone help
fromour mlitary representative on this particular task
force we were able to find mlitary personnel to try these
questions out on, and to say that they were confused is
being, | would be understating conpletely.

By way of exanple |I just want to review one
question. You have in your comments all of the questions and
our suggestions, and | just want to take one as an exanpl e,
and it isn't even one that is related to variant CID. It is
one that is related to CID, but the proposed question and
actually the one we have been using all along is have you or
any of your blood relatives had Creutzfeldt-Jakob di sease or
have you ever been told that your famly is at an increased
risk for Creutzfeldt-Jakob disease.

Now, think about their hearing this because that
is the way many donor interviews are going and if they don't
hear it, they, are reading it. So, they are reading
Creut zf el dt - Jakob di sease and m ssing perhaps some of what
we are really after.

So, the proposal fromthe task force is to make a
very sinple question. Have any of your relatives had
Creut zf el dt - Jakob di sease? The rationale for this is that

we know from our focus groups that they do not |ike conpound
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questions. They don't want to be asked two or three things

in the same question. They don't care if you have to

i ncrease the nunber of questions that we ask just so throw
out the four things in the same questions because by the
time | get to the end | have forgotten what the first thing
was that you asked nme.

The crux of this question if you think about it
is really famly history or risk of CID, and we think that
the sinplified |anguage will elicit that information.
Elimnpating the part of the question that asks whether the
donor has CIJD will reduce the nunber of false-positive
responses that would ultimately defer a donor unnecessarily.

|f the donor had undi agnosed CID they woul d answer
no because they wouldn't know about it. Further if they did
have di agnosed CID they woul d be extrenely unlikely to
appear as a prospective donor and woul d nost certainly be
symptomatic and deferred on that basis even if they did
happen to cone in.

In closing what | would |like you to understand is
t hat desi gning donor questions is not a sinple matter of
getting a couple of people and sitting around the table and
saying, "why don't we ask this and ask everything we need to
ask about all in one question?"

Donors nust understand the questions so that they

can answerappropriately and the questions will clearly
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di stinguish and accurately distingui sh those who should be

deferred fromthose who are nerely confused by the question.

The wording of these questions, particularly the
b, vCcJgD questions nmust be carefully considered because
they may have significant inpact on the kind of donor
deferrals that we see,

Thank you.

DR BorLTON: Thank you, Ms. Gegory. | amsure
that the FDA val ues your assistance in clarifying the
construction of these questions.

|'s there anyone in the audience who would like to
make a presentation during the open public hearing?

Okay, | see no volunteers. So, at this tine |
think we will nmove on to the Conmttee discussion. Wat is
our tine frame? Well, we have 2 minutes for discussion. So,
everybody speak quickly. W will run on a little bit |onger
and delay the break a bit, but | think we should open the
Comm ttee discussion now to address the issues presented by
our four speakers on the update as well as the last part of
Dr. Nightingale's presentation on the DHHS neeti ng.

Questions or coments?

Dr. Belay?
DR BELAY: | would like to have sone
clarifications. So, | have several questions. The first

question is to Colonel Fitzpatrick. It is not clear to ne
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whet her or not your deferral policy regarding variant CID

is different fromthe recomendations of the FDA. Do you
have any differences in the deferral policy?

DR FI TZPATRI CK: The only difference we have is
that we did not nake the differentiation between north and
south of the Alps and so an individual, right now an
i ndi vi dual per FDA guidance if you were stationed in Gernmany
after 1990, you could donate bl ood because we know very
factually that the defense conm ssary agency who purchased
beef fromthe United Kingdom quit purchasing beef at the end
of 1990, and that was actually congressional |egislation,
totally unrelated to BSE, but it required the inportation of
US beef only to mlitary installations north of the Al ps.

South of the Al ps beef purchases fromthe United
Ki ngdom continued, and individuals stationed south of the
Al ps up until 1996, could have been consumi ng beef purchased
fromthe UK So, that is why the FDA came up with in their
gui dance the differentiation between people stationed north
of the Alps and south of the Alps and the two different time
peri ods.

Based on the input fromour quality assurance
officers in the three services we extended the period north
of the Alps essentially rather than stopping at 1990 for
that deferral period. W extended it to 1996 so that anyone
stationed in Europe during the period 1980 to 1996, is
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deferred not because they were consum ng beef fromthe UK in

Cermany after that but because of the issues | raised about
postdonation information, the fact that Kay brought up that
the questions are very confusing. Trying to differentiate
that is difficult and we have a good bit of travel between
peopl e stationed north of the Al ps and south of the Al ps
back and forth during those time periods, and it would
require themto try to accunulate fromnenory the tine they
spent in each geographic area and we just felt that was too
difficult.

So, we are in conplete conpliance with the
gui dance and we are nore conservative during that tinme frane
1990 to 1996 for people that were stationed north of the
Al ps.

DR CRAWFORD. Actually with respect to the Japan
question as | am sure the col onel knows the Governnent of
Japan issued a statenment early this week saying that the
herd in question that produced the positive BSE case did not
receive any nmeat and bone neal of European, of British
origin and rather that the nmeat and bone neal cane from
Tai wan and perhaps sone other Asian nations.

| suspect this does nothing nore than conplicate
your risk assessnent that has to be done because | would
suspect that there is a trans-shipment problem so that neat

and bone neal was shipped first to Taiwan or sonewhere el se
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and then shipped to Japan, but it is a very, very

conplicated issue. It is going to require sonme kind of
free-wheeling risk assessnment, and in the current of the
decision | would like to talk to you a little nore about
that.

DR DE ARVOND: Kind of following up on that how
much does the mlitary in the Pacific buy beef from Japan?
It seens |ike beef in Japan is very expensive. | am sure you
woul dn't do that or do you get your beef from Korea or from
Sout heast Asia to feed the troops and when woul d the troops
actually cone in contact with a very snall nunber of cattle
that are infected so far? W don't even knowif it is the
variant CJD or the variant strain of BSE in Geat Britain.
There is a natural BSE in cattle to begin wth.

DR FITZPATRICK: | am not the best person to
answer specifics. | can give you generalities. The
conmmi ssary agency is actually run by the veterinary
department because they do the food inspection, but as far
as purchasing local product nost of our consuners prefer
just as you, fresh beef or fresh product and the conmi ssary
agency tries to neet the consuner's request. So, there are
agreements with nost of the host nations that we have bases
at to procure fresh vegetables, fresh neat, those sorts of
things for purchase by our personnel so that they have them

available to eat. So as far as specifics in Japan as to how
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many pounds and all that we had that information for your --

we can find that information for Japan.

There is, also, eating on the econony, having been
an old colonel and stationed nost everyplace in the world by
now, | was stationed in Korea. | visited Japan frequently. |
can tell you that nmost of the focal points of our, ppst of
our people are stationed on i nawa. Beef consunption in
Ckinawa is different from beef consunption in mainland
Japan, and the Kobe beef steakhouses are the favorite place
for people to go out to eat. So, they were eating it even if
they didn't buy it fromthe comm ssary, they were eating
beef on the [ ocal econony while they were stationed there.

So, that is about the nost specifics | can give
you on that right now

DR DE ARMOND: It seens |ike Kobe beef or
certainly Kobe steak should not be infected and again we
don't even know the extent of the disease of BSE in the
country to even begin to assess the effects on the
individual. Certainly 35 percent of their consunption of
beef probably didn't cone fromthe local area as it did in
Europe from Great Britain.

DR FITZPATRI CK: Right, and again | don't know.

It could actually be higher because to ship beef fromthe US
overseas it has to be flash frozen. It is shipped as either

a quarter or whole carcasses. | have been doing a lot of
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work with the vets lately. So, | know a lot of this stuff,
and it is expensive to ship and maintain and provide. So, in

many cases it is actually cheaper to buy the product locally
than to ship it there
DR. BOLTON: Dr. diver and then Dr. MCull ough.
DR CLIVER By chance | spent |ast week in Japan,

and was aghast to learn that on 3 or 4 days' stice it was
i npl enented that every slaughtered animal, bovine from veal

calves on up has to have its brain tested before the carcass

can be rel eased for human consunption

One, | think that is not a particularly wi se use
of resources but second, | think the flash inplenentation
was probably ill advised because ny own |aboratory is

getting involved with sone of this stuff, and getting the
| aboratory to do valid tests entails sone training and sone
phasing in, that tinme has not pernitted there.

Havi ng said that though one thing | didn't ask
that | should have is until now what were the carcass
fabrication regulations that were in place in Japan, Wer e
there rigorous efforts to exclude CNS tissue from what got
sold as edible carcass. | have a fair idea of how we are
going at that in the United States but whether anything
conpar abl e has been in place in Japan | cannot say.

| do think that there is a distinct possibility

that that aninmal was a sporadi c case even though some of ny
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col | eagues mghtn't agree that such wold even exist. Beyond
that it is inportant that we know whether this is a critical
control point in the sense of our hazard analysis, critical
control point safety system Can we keep CNS tissue out of
beef there or here and finally, if we are going to be
testing how nmuch safety does that actually inpart fromthe
consuner's point of view because the amount of resources
gi ven the Japanese econony is in trouble, the anount of
resources that are being devoted to that probably are
canceling nost other food safety things that they have had
in place in recent tines, and those other food safety
neasures | submt wll probably save nore |lives than 100
percent BSE testing, but then back to the concerns of the
mlitary, | think the key question is how have the Japanese
been processing carcasses ever since we recogni zed the BSE
threat earlier in the nineties. Have they been taking
rigorous steps to exclude central nervous systemtissue from
the portions that are sold or not?

DR BorTon: Dr. MCul | ough?

DR. MC CULLOUGH: This is a question for either
Dr. Bianco, Ms. Fredrick or Dr. Jones.

Wien this group originally reconmended the BSE
deferrals and voted in favor of the FDA's proposal there was
and there has always been a great concern about the inpact

on bl ood donors. The events of the |last 6 weeks have created
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a wholly different environment and on the one hand there are

enornous nunbers of donors that have appeared. On the other
hand we are hearing that the history of this sort of thing
is that these don't necessarily turn out to be good long-
term donors and that there nmay be other reasons, public
image and things that this may backfire to sonme extent.

So, are there specific steps that you all are
t hi nki ng about that m ght address the responses of the |ast
6 weeks and how that may inpact the |oss of donors that wll
occur fromthese new criteria?

DR. JONES: | nentioned in ny brief comments that
we have engaged new initiatives to contact these donors, the
ones who were either first-tinme donors who cane and were
col l ected or donors who were turned away because we
obvi ously knew the nedi cal need was not going to be that
great and this has gone through telenmarketing and letters
and focus groups and all kinds of things that we can cone up
with froma marketing point of viewto try to nake sure we
mai ntain as many of those donors as possible.

My understandi ng though this has sort of been, as
this has happened before, a |ot of these efforts have not
been so successful. W are confident that it will be
successful, of course, but we will have to see what happens.

M5. FREDRICK: Likewise, | think. W have had

almost 1.3 mllion people contact us within the first 4
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weeks of this. Those are donors as well as potentia

donors, and we are now in the process of literally
contacting every one of the individuals who contacted us,

ei ther through our 800 nunber or Internet or showed up at a
bl ood drive and putting all those people in the database and
we have now an active programthat will go out 2 years in

terns of telenmarketing and direct nmail to bring these donors

back in.

| woul d, also, say that we are not anticipating a
coll apse in the blood supply in Novenber and December and
January. Essentially we have fully booked our cal endar at
| east through January. W know that the bl ood supply today
w Il carry us through the Christmas holidays at the very
| east .

| would, also, say, Jeff because of our planning
we are not seeing the |loss of donors that we anticipated.
Either the initial nunbers of the FDA 8 to 9 percent,our
own survey said, "Three percent, maybe another 1 percent," |
mean we are seeing very, very low nunbers of people show ng
up that we have to defer on site.

DR BIANCO: My comments for Anerica's Bl ood
Centers are sinilar to Dr.Jones and Jackie. Certainly the
out pouring of blood donors was very inportant. \WWat we are

trying to do is we have created what we call a nenber

donation initiative. W have hired consultants. W have run
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focus groups and we are trying to reach the segnent, the
part of those nunbers to focus on them, those that are nore
likely to donate again and becone repeat donors, and we are
putting a trenendous effort into that.

The other point was very inportant. | should just
tell you as a matter of curiosity, Jackie, we received 1.2
nmllion calls to the 800 nunber. ABC, each menber center
has their own |ocal nunbers and 800 numbers but the nati onal
nunber had 1 million calls and we paid $56,000 in our phone
bill for Septenber just for that 800 nunmber. So, | think
that our challenge is to focus on these donors and maybe
recreate what we had with Wrld War |l as a continuing set
of donors that will keep our blood supply as we need it, and
| hope we will be able to do it even in the face of the
deferrals. Certainly the outpouring of donations gave us
relief and gave us a new opportunity, a new donor base or a

new potential donor base that we can try to draw upon

Thank you.

DR JONES: Wy don't | just nake one | ast
comrent? Relative to what Jackie said we, also, have very
strong bookings for our blood drives going out into January,
but what is really key is what we call the efficiencies, and
that is when the people actually show up for those drives,
and unfortunately the last two or three days we are starting

to see sone erosion of our efficiencies which had been
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riding very, very high, 100 to 110 percent and they are now

starting to fall off. wWiether that is the beginnings of
something we don't know, byt that is the paraneter that is
probably nore inportant for the supply than the actual
booki ngs.

DR BOLTON: Just to nake a conment from Col onel

Fitzpatrick, with respect to the Japanese situation it is
inportant | think for us to remenber that in the UK there

were approxi mately 180,000 confirmed cases of BSE and
possi bly 800,000 to 1,000,000 potentially infected aninals.
| forget what the nunber is that was estimated that may have
been of the human food supply, put it was quite significant.
So, while two cases of BSE in Japan is clearly a red flag
and raises concern, it certainly should not be thought of as
on the sane |evel of magnitude as that in the UK |, also,
woul d hope that both the Japanese and the other Asian
nations have | earned by the m stakes that were nade in the
UK in terms of the sourcing of beef for the human food
supply and other regulations. O course, there is no
guaranty that that will occur, pyt | think that we have not
yet reached that sort of I|evel of concern for Japan.

DR FITZPATRICK: And if you will note from our
i mpl ement ation policy by inplenenting the FDA gui dance we
are trying to take into account and conformw th what is the

theoretical risk as identified by the Conmittee and the FDA
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So, the S-year deferral follows. W are inplenenting that

sanme deferral ban criteria and | would hope that at nost
Japan would follow the sane criteria if there is a
recommendation for deferral. So, | am not suggesting that
we woul d imedi ately defer for Japan although we have based
our deferral policy in |ooking at how the FDA gui dance was
witten on the USDA list, and we have the conflicting issue
of once a country is on the FDA |ist now our personnel
stationed in that country, our veterinary folks and our
conmm ssary agencies are now dealing with the fact that just
as they cannot procure beef locally in Europe and Britain we
have the same problemin Japan and now we have a precedent
set which was okay, that happened in Europe, and you said
that | cannot donate blood. Now, it is happening in Japan,
how come | can still donate blood, and that is the
difference we are going to have to grapple with and try to
expl ai n.

DR BorTON: | think there nay be an educati onal
issue there, but this is certainly a conplicated issue and |
think that we can look out into the future with sone
reasonabl e certainty that Japan will not be the only Asian
country that will report a BSE case. | guess we coul d expect
that probably Korea and many other countries will begin to
report cases or wll have cases perhaps that don't go

reported, and as | have spoken with Dr. Asher in the FDA
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about this, this presents sonewhat of a noving target for
this Commttee in terns of evaluating information and al so
for the FDA in terns of devising guidance, and | guess al
we can do is our best effort to evaluate the data as it
accunul ates and to make reconmendati ons as best we can.

Dr. Roos?

DR ROCS: | wondered whether the Anerican Red
Cross representative would just clarify for ne the
di fferences between their guidelines and the present
gui del i nes of the FDA

M5. FREDRICK: | might have to call on the FDA to
clarify their guidelines. W are doing UK for 3 nonths from
1980 to present. W are not stopping in 1996. So, we are
continuing forward. Probably the biggest difference is we
are doing Europe for 6 nonths cunulative tinme from 1980 to
present and | think FDAa's guidance is France for 5 years by
May and then all of Europe in October for 5 years.

The mlitary piece isn't an issue for us because
of our 6-nonth deferral. W don't have to deal with that,
and so we have a very sinple question. Have you travel ed
outside the United States since 19807

DR ROCS: | guess the reason | bring this up is
that there nmust be sone confusion | would guess and naybe
tension in blood banks that have donors, donations from

American Red Cross and donations that are non-Anerican Red




