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One of the big advantages of a get-together like this is for each of
us to talk about his own area of work so that the rest of us can
learn scmsthing and perhaps can understand the intricacies of the
problems that face each of us. We each try to f£ill our niche in
the organization completsly so that the combination of our efforts
constitutes the entire job of the Intsrnational Group. The aganda
for this meeting, I think fulfills the cbjective for ms. I shall
learn what each of you feels is his fisld of contribution, what
you feel are your challenges, what you feel you can accomplish and
perhaps how I and others can help you. Since I had nothing to do
with the agenda preparation, I believe I can start everything on a
wots of congratulations to the framers of our week's work and toast
to the success of our endeavors in ths words of my old friend
Cadberzy who said "May the best of this year be the worst of next".

On that happy promising note, I would like to try this morning to
contributs my offering of informatiom in the form of a tour,
somswhat abbreviated, but I hops not toe cryptic or succinct.
This will be a tour of soms facets of blood and plasma in the U.§.
and in the «rest of the world, in the hope that I can create a
basis for a ceveloping perspective of what the world of blood and
Plasza may be coming to. Prow this perspective, if we all share
in it through my efforts this morning, it could be easier, in the
coning months and years, for us to plan Cuttar's future in blood
and plasma from some of the same knowledge base.

Thus I would liks to borrow a little from a previous discussion
on:hh:hltxmmmahllfycullqom.xpnndundbrhg -
up to dats the information.

Though I have writtan most of this out, as you've noticed, so that
there's a better chance of having it organized reasonably well,

I implore you to ysll at any moment to question my thesis or add
your own comments to enlarge on my presentation. This is not a
speach; it's & led discussion. 30 I welcome your participation.

My learned collsagues, like Lowall and Carroll particularly, nay
yawn and nod a little at my exposition on matters with which they
are quits familiar, so stay awake fellows and see if you can detact
the purposely inserted error. One drink on me for each of you for

oatching it. .

Do I need to say to you that there are many individuals and
organizations contributing to the coxplexity of the blood and
plasma scens. There are so many that it ig difficult for ona
persco to keep track and to insure authoritative participation
in:h-vuimtmnnkquuuonthnwbjcccm thus to
assist in the formulatiom by Cutter of policies designed to keep
us on top of the situaticn. Cuttsr's destiny and profits for a
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significant slice of its business will be detarmined by the
wisdoa of thoss policies.

To start f:rst with the domestic situaticn DAy be wise, since,
as many of you know, :h.nltotth-vnrldmunuimt
depandence on the U.S. for supplies of plasma Products. Like
the Miccie East countries and the oil supply, future events in
the U.5. have potential for causing not 9ascline lines elsewhere
but albuxzin lines, AHF lines and plasma linas. Many don't
snderstand that this may well be trus.

In the U.S. the most coordinated program in whole blood is the .
U.S. Amarican National Red Cross. It operates 58 centers under i
central administration and tachnical control and last year .
collected about 5 million units of blood out of a U.S. total of

12 million. Most of all its centsrs prepare and supply a full

line of componants such as packed red cslls, platslets, cryo-

Precipitate and in addition send plasma, either fresh froren or

otherwise cutdated or indated = but from whols blood for

fractionation under contract with eithar Byland, Armcur or Cutter.

At about 500,009 liters per year, this is about 10-15% of the

Plasma fractionated in the U.§. Just for fun I'4 liks to say

that, in early 1952, 27 years ago, I participated in setting wp

the first Red Cross Contract for fractionation of RC plasma.

It was with Cutter. My first year's plasma supply was about

35,000 liters. So there has been soms growth since. The

coatract bacis has remained essentially unchanged since. Bug

now, finally, Red Cross has decided it wants to do its owvn and

has signed a fascinatingly intriguing contract with Byland to

build a fracticnation plant in a joint venture called

Fractionation Associates with a one million liter a year capacity.

land has been acquired almost within hailing distance of Cuttar's
Clayton, North Carolina, plant. We now avait the next steps.

Tha 64,000 dollar question is how many Clayton psople will they

hire avay. Us old Baxtser-Travesol-Sylanders here, and back homs

lock with some amasemsnt and wondermeat at this venture particularly

in view of the seriocus RAnagement and technicsl difficulties Hyland

has been having. Tune Lnnxty-utulmnmon.

On to mors blood bankers. The Amsrican Association of Blood Banks B
is a trade organiczation of about 2000 institutional members (that is,
various kinds of blood banks) and about S000 individual msubers.
The institutional members have the vots on AABB policies. The
institutional mesbers remain automomcus but, under the usbrella of
the AABB, they cooperata in standardizing by msans of various
publications written by many committees. The technical procedures
of the ABE have widespread utiliszation as asuthocritative docusents
by other blood bankers and these manuals of procedures are accorded
ncogntthnbythlﬂumpubhmuthmoot
inspections. The AABB mesbers account for § million or so units of
blood collected in the U.S5. Bscause they are a hetsrogenscus group,
their blood m-vuymxymmumu-uaMua
the mdical cosmunity ssrved.

Ancther maverick group of blood banks, formed becauss of philosophiocal
differences, is a band of, I think, 13 AAXD dissidents such as the
enormous New York Blood Cantsr and Rlood Sexrvices (headquartars
locatsd in Phoenkx with spproximataly 2) cesters in the central U.S.)
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These CCBC blood banksrs advocats Policies scustimes only subtly
different from that of the hed Cross hisrarchy. Their principal
difference in point of view with the AABS pecple is probably
over the so-called penalty fee or Tesponsibility fee which,
after soss semantic laundering, is now usually called a non-
replacemsnt fee. I think I will mention a little more about
this latsr.

mccacxm:htkd&nu&xmlmmn:hntthmty
should be responsible rather than individuals for blood supplias.

The Amsrican Blood Resources Association started Perbaps ten ysars
4go as a group of whole blood banks oparsting on a commarcial basis
or if you will, profit makers. With advancing pressures to get rid
of these ocnerous cosmercial whols blood banksrs, their ranks have
thinndndthmnmmuyntzmmuucnctmzoo
or so indepsndently opsratad plasmapheresis cemters. For many
years ABRA was fairly strident and perhape somewhat radical in ita
wxammmemmmm:tummaummm

One or two fracticmators have joined. Alpha for one. They have
Wuﬁtmnnmtuvhmrm-.mumm
mmwmmuummm.mumbwm
Plasma picture together for useful, nom-emotional discussion of the
important issues. Cuttar sponscred the publication of the p-ocsedings
of the first Plasma Forum.

Mnmmotbwcymmouum-m
fractionators. In the United Statss the four big ones are Cuttar,
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pm-uwwm-umwu
matarial for the preparation of fracticms, =]
rav matsrial to plasma froa Plasmapharesis ceaters or blood banks
1Mummnguumbymn.s.m. There are none
licensed ocutside the U.S. mmtmmuuaxm. The turmoil
mmu:usmmnmmummum
m:z-numdﬂutnmmzmh w
to about 10% of our input. maummtv.dtmvhohhlood
which has either gone ocutdatsd or has besn used for the preparation of
componants such as pscked cells. Poxr completensss I should also menticn
mtmoltbwmtotmum“budbunwuuth
mapufsgture of clinical laboratoriss. The coagulation lab products
that Lowell will discuss later are examples of these. My experisnce
nmmmammu.u&umm:mn:x
nymhmnuuuu-unmtl.s-uuuuunurmm
used for these products. It 1s mot am imsignificent part of the
businsss utilising humen plasma.
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The last participant on the national scene in this can of worms
we are living with is the Bureau of Biologics. This is the
agency in the FDA that administers the laws pertaining to blood
and plasma. I hope you will excuse the strength of expression
of my ideas but Ihwuayamovithnvbnxnythnt it is
more of a pa:n in the neck every day through its overzealous
interprecation of its mandata in agzinisctdring tne provisions of
the Feceral Food and Cruy anc Cosmetic Act ang more particularly
the biological procucts prov.sions of the 2iblic Health Service
Act. The Jureau is our most frustrating prablen.

I wouic like now to mention a few of the conflicts that Dake the
Dlood and plasma scene a difficult situation in which to obtain
any unanimity on policy. I mentioned before the issue of whether
or not tne supply of blood is Primarily the Tesponsibility of the
comminity and its citizens to donate without regard for a specific
patient's needs b.it only to keep the bank full. This is the way
the Red Cross and the CCBC think. The voice on the other gide

i5 that of the AABE whose members feel equally strongly that donor
recruitment should be tied much more specifically into Tesponsibilities
related to each patient's needs. There Goss not seem to be any way
to compromise these two positions. This has led to an open battls
between the Red Cross and the AA3a3 that continues to be the subject
of much rhetoric anc publicatien in blood banking related journals
and often in the public press.

el e 4 b,

A spin-off of this controversy concerns the non-replacemsnt fee.
This fee or charge is assessed if blood used is not replaced. The
Red Cross will have ncthing to do with this but the AABB argues
that it 13 a powerful tool in donor motivation.

Then thare is the issue which is Perhaps the most ridiculous. The
highly emotional volunteer donor versus paid dooor controversy has
wasted more tioe than it is worth. Most of this derives from the
basic danger of transmission of hepatitis. Studies were done
supposedly with proper selection of controls which have purportad

to show that the incidence of hepatitis from blood or its components
from donors who had received Payment is significantly higher.

I won't spend time relating many of the ridiculous and irrelevant
issues that have been raised in the course of this controversy. If

it wvare not such a seriocus issue I think it might be possible to

laugr at soms of the things that have been done and said. MNaverthelsss,
we ended up having the BoB pontificats a definition of a paid domor
and as you can imagins, some of the interpretations of this are
peculiar. Apparently ons is not a paid donor if one gets a day off
from work for giving blood but Yyou are a paid daonor if you get a
merchandise certificats for some item donated by a well-msaning store.
This last issus of the differentiaticn betwsen a voluntser and a paid
donor has worldwide ravificaticns alsoc, but more on morality grounds

than on safety grounds.
Now we're not going to lat the U.S. Govermment off sasy as a participant
in this situstion. 1In additiom to the Bo8 there has been a program

for about 7 years that was hatched by the initia} argument about
voluntu:npuddomnnemumtuqmuuentbomqol
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blood. At that tims, almost in self-defenss, the Department of
Health, Education and Welfare, in anticipation of possible
congressional action, formulated a naticnal policy which has

turned out to be one of the more useless documents that has cowe

out of a jovernment agency, although soms of YOu may have examples

Of your own to put up ajainst it. An ocbjective of the national

Licod policy is or was the attainment of peaceful and cocperative
coexistence among such groups as the Red Cross anc the AA=3 and in
pursuit of this goal a non-governmental organization called the
Amsrican Blood Commission wvas formed. Representation on the

Axsrican Blood Commission was intended to be very widespread among
interested organizations and in fact the mezbers of the ABC are

drawn from all facets of blood banking, from medicine, from hospitals,
and from various special intarest groups liks unions, Blus Cross,
hemophilia etc. Meedless to say the ABC has been a flop. I suapect
that it will hold on to finigsh a coupls of useful Projects that it
has undertaken but its principal Purpose of finding a way to
establish a truly national blood policy and philoscphy has not besn
achieved and at ths moment I can see Do way in which it can be achisved.

Speaking of special interests, we must not ignore the various
organizations representing different facets of blood and Plasma, sach
of wvhich has iummtoqrmmindethIolumelu-km
the job in the world that much more complicated. To msntion a fevw,
perhaps the mogt interesting, succmssful, and unique group is the
World Pederation of Hemophilia, a lccse confederation of national
hemophilia societies. This group has been vezry effective
particularly in the U.S. in gaining popular support leading to
legislation and authorizatiom of public funds to help dafray ths

cost of the constant cars for hemophiliacs. Anmother group, this cne
& governmental agency, also is often responsive to pressurss of
special interest groups. This is the Maticnal Heart, Lung and Blood
Instituts which has a ssparats divigion to comtrol the expenditure

of public funds for tha support of treatmsst canters, at the mcmsat
with special irgerest in hemophilia and to allocats funds for gTants
and cootract r@ssearch in all phases of blood banking and fractionatiom.
The Amsrican Medical Association is another example of organizations
that maintain committses to formulats their owm policies and to try
to influsnos the direction of blood and plasma organizations to their
own intsrest. The U.S. Pharmaceutical Mmufacturers Association and
its internatiocmal. countsrpart have sections or working groups devotsd
to this field of intsrest. In this contaxt, as soms of you know, I
have -bsen representing Cuttsr and the US PMA in a working group on
blood and blood products of the IFPMA. This working group has
representatives of most of the significant fractionators in the world
and its effectivensss has surpassed the expectations of most of us
who are mexbers of the working group. Practiocally all of its
interests have been relatad to problams of Burcpsan countries, the
Council of Europe, the leagus of Red Cross Socistiss and the World
Health Organiszatioca. You will recogaise Quickly the vilue of
participating, to protact Cutter's ability to market products.

U.5. governmantal crganizations ar Tegulatory mattsrs are simply of
collataral concern only as they mey affect the thinking or policiss

113 0694

BAYPO0003885_0005



e B

5=

of the multi-naticoal situation in Burops. Also, this IFPMA
working group has now succeeded for the first time in bringing
together the commercial fractionators and representatives of
the international Red Cross Societies. This meeting that was
helc in Zurich last November was very successful in that it
allowed a frank cdiscussion of all of the opposing points of
vView $O that now everyons has a better understanding and will
not be g0 prone to repeat mamy of the half-truths that have
become commonplace in the continuing battle of wits. We plan
another meeting this Fall in order to begin pursuing, among
other matters, the mechanism by which the relatively scarce
technological resources of the world as represantad by industry
awmm&usmhbmqhttouumrmmdoado
to assist developing countries to attain soms degree of self-
sufficiency in blood components and plassa products. I feel
very confident that this kind of breakthrough will be of
enormous assistance in reducing over the next few yoars the
midunderstancings that often interfere with our own, that is
Cutter's marketing efforts.

I mentioned the World Health Organization a moment ago and I
thought you might be interested in at least one of the results of
my assignment by Cutter to work with the Biologicals Program of
the World Health Organization, on Frojects designed to put
together manuals and requiremants in blood Products to aid in
anothar way the program I just mentioned in the lesser
industrialized countries. I mention this because one of the '
first of these documents has now been published and I want to
show it to you but more importantly I thought it would be
interesting to you to be aware of the value of this to Cutter.

This publication is the report of the WHO Expezrt Committese om
Biological Standardization, a yearly compilation of the work of
ths Biologicals Program of the WHO as considersd by and, in
effect, approved by ths Export Committes. I have been privileged
to attend the last two mesetings as a consultant and therefore
participats in the deliberaticns.

The significant document in this report is contained in the section
running from pages 28-87, over half the book, entitled "Requirements
for the Collection, Processing and Quality Control of Human Blood
and 3lood Products®. It is noted at the end of the report that a
group of 19 pacple ware the authors, of which I was cns. I don't
meation this, believe ms, bscause I want to toot my own horm, but
to point out that all the other authors, with the exception of
Barker from Bureau of Biologics, are from Eurcpe - so Cutter is the
oanly U.8. fractiocnator participating in this important endeavor.

I want to point out why I bslisve this participation is

to Cutter. I found thatbybougomottlﬁluthon, I was able to
prevent the inclusion of requiremsnts for fractions worded ia such
omm:utmwwmd.mhmmhumw
extsnsive additional testing. Mow what is the value of that?
These WHO publications have internatiocnal suthority and iaflusnce
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gJreatly the d.irections of policy and technical standards in
countriss all over the world, including tha U.S. 3y belping

to support the WEO program with a few bucks and my or somecns
else's time and expenses, we CEN gain maximum assurance that

we have a strong voice in shaping that direction and thus reduce
to a sinizum the chance that U.S. standards will not be compatible
with our products as we would like them to be.

Another, rather one-sided organization, and I say one-sided mainly
because of the nature of its zembers, is the International Socisty
of Blood Transfusion, which, although it has many members from
all over the world, is principally a Eurcpean Organization. Its
officers and mansgement have tended to be from the idealist school
of blood banking and so have often in their international meetings
lesaned over bagkwards in the advoocacy of voluntserism, monprofit
and noncommarcial blood banking and plassa products production.

So you can see from this short discussion of special intsrests

that just those I have mentionsd maks a challenging array of actors,
each with his owa part to play, but scestimss as though there has
never been 3 rehsarsal to establish the plot. It doesn't appsar as
though thare will ever be agresment as to what is best.

FPractionation of plasma is of course our principal interest.
Commercially it is our only interest. Over the years, the
compstitive situation domsstically and internaticnally has been
changing slowly. Domsstically, there hawe bsen many dropouts,
lsaving at the present tise the four big ones which I msatiocasd
mmnm:mommznxmeumumxumtw.
to the point where we zulnuntoopcuhuuwmm:ﬂny
will be compstant to work with the Amsricen Red Cross in the
construction and efficiant operation of their joint venture 1 million
liter per year fractionatica facility now reputed in
North Carolina. In the rest of the world, there
strong multi-sational fracticmators such as Kabi and Imsuno and also
odds and ends of nationally dedicated plants in many many countries.

Each of thase natiomsl facilitiss ssems to suffer from its own
particular problems of supply of plasma, lack of money, a dearth of

competant pscple and capacity constraimts. looking ahead it is an ~
intriguing task to postulate where all this will go to and how Cuttar

in its expansion worldwide with the significant urging of our parest

cozpany will be able to .maks a real mark. We can establish plasma

collaction centsrs, we can establish filtxation, f£illing and

finishing facilities, we can construct fracticnatiom plants, wa can

expand our markat pemetration into areas where we are not now

represented, utilising the ocutput from all of these new facilities.

We have potsntéal for manufacturing ocur own plastie equipment to be

used in comjunction with this progzam. In othar words, we oaa do

anything., Slowly we have to work out the political and sociological

aspects of such aspirxations and, beslisve ms, these are not ths lsast

of the chalisnges that we will face. I'll mantion again mow somsthing

that I have besea talking about for several years and which I belisve

to be an important factor in the planning we must do. Besides the

U.§. there are ocaly two countries in the world that will allow axport

of plasma protain collected in that oocuntry. These are VWest Garsany

and Austria. PFor all practical purposes, these three countriss
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(the U.S., West Germany and Austria) are the sources of plasma
fractions for every other country in the world, with maybe 2 or

3 excedticns wiich lowell and Carroll might even arjue with me

cn. What this oeans {s that the entire developed world except

for mhe nited States, West Sermany and Austria is not self-
6.if:c:enz. Tae _umpact of this on the U.5., lor exacple, is

Laat sonewilere ariunc 220 of plasma Protein cc.llected in the U.S.

43 expostel elther as piasma or as a pProduct. Now the world

#ealiin lrjanization has establishec an cbjective of primary health
care for every :pnhabitant of the world by the year 2000. It may
surprise you if I say that 3/4 of the world's Population has
ansolutaly no blood service. The few exceptions to this are the
rich and the elite. Thers is no way in which the United States,
with the small help of West Germany and Austria, can contimue an
escaiating supply in the face of the preasures that will normally
§Tow out of these programs to establish health care. It's going to
oe an exponentially rising curve wath relatively little increase in
the first years, but as health service infrastructure is established
in developing countries, that is, better watsr, better sanitation, !
clinics, hospitals, and medically trained perscnnsl are acquired, :
then blooc¢ banking and the insvitable spincffs leading to need for
plasma processing will become qQuickly apparent. With a very large
number of these countries located in areas with significant disease
vectors leading to high levels of hepatitis, malaria, parasitss
and so forth, blooc and plasma for the needs of those countriss
will have to come from those countriss themselves. I could net
imagine plasma rirom a country with 50% hepatitis 3 poeitive donors
being shipped for fractionation to any of thes plants locatad in ths
developing countries. The question is what will ocur role be in
finding answers to these dilemmas? It is somsthing to think about.

el n a— St "

. —

s e i cven s

JNA/ Jwk

(690 £

S —— . —— ————

BAYP0003885_0008



