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One of the big advantages of a get-together like this is for each of 
us to talk about his worn area of work so that the rust of us can 
learn something and perhaps Can understand the intricacies of the 
problems that face each of us. we each try to fill our niche in 
the organization cos~lateiy so that the combination of our efforts 
constitutes the entire job of the International Group. The agenda 
for this meeting, I think fulfills the objective for rue. I shall 
learn what each of you feels is his field 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 
iota of oongratulatioaa to the frasrs of our week's work and toast 
to the success of our endeavors in the words of my old friend 
Cadberry who said 'Play the best of this year be the worst of next'. 

On that happy promising note, I would like to try this morning to 
contribute my offering of information in the force of a tour, 
somewhat abbreviated, but I hops not too cryptic or succinct. 
This will be a tour of some facets of blood and plasma in the U.S. 
and in the great of the world, in the hope that I can create a 
basis for a developing perspective of what the world of blood and 
plasma may be oominq to. From this perspective, if we all share 
in it through my efforts this morning, it cou14 be easier, in the 
coming months and years, for us to plan cutter's future in blood 
and plasma from some of the aaa knowledge bass. 

Thus I would like to borrow a little from a previous discussion 
on this that I gave two and a half years ago and expand and bring 
up to date the information. 

Though I have written 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 yell at any moment to question my thesis or add 
Your own coasnents to enlarge on my presentation. This is not a 
mpeschm it's a lad discussion. So I welcome your participation. 
My learned colt sguea, like Ill and Carroll particularly, may 
yawn and nod a little at my exposition on matters with which they 
are quite familiar, so stay awake follows and sea if you cam detect 
the purposely inserted error. One drink on me for each of you for 
catching it. 

Do I need to say to YOU that there are many individuals and 
organisations contributing to the oosplaxity of the blood and
plasma scene. There are so many that it is difficult for one
person to keep track and to insuxe authoritative participation
in the various forums taking place on the subject and thus to 
assist in the formulation by ttar of policies designed to keop
us on top of the situation. Cutter's destiny and profits for a 
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significant slice of its business will be determined by the wisdom of those policies. 

To start first with the domestic situation may be wise, since, as many of you know, the rest of the world has significant 
dependence on the U.S. for supplies of plasma products. Like the Hiccie Best countries and the oil supply, future events in the U.S. have potential for causing not gasoline lines elsewhere but albumin lines, AFU lines and plasma lines. Many don't 
:.nderatand that thss may well be true. 

In the U.S. the ,at coordinated program in whole blood is the U.S. American National Red Cross. It operates 56 centers under central administration and technical control and last year 
collected about 5 Killion units of blood out of a U.S. total of 12 Killion. Most of all its centers prepare and supply a full 
line of cozpoeenrs such as packed red calls, platelets, cryo-
prscipitate and in addition send plasm., either fresh frozen or 
otherwise outdated or ind.ated but from whole blood for 
fractionation under contract with either Hyland, Azwccir or Cutter. At about 500,000 liters per year, this is about 10-15• of the 
plasma fractionated in the U.S. Just for fun I'd like to say 
that, in early 1952, 27 years ago, I participated in setting up 
the first Fad Cross Contract for fractionation of AC plasma. 
It was with Cutter. My first year's plasma supply was about 
35,000 liters. So there has been some growth since. The 
contract baba has remained essentially unchanged since. But nw, finally, Red Cross has decided it wants to do its own and 
has signed a fascinatingly intriguing contract with Hyland to 
build a fractionation plant in a joint venture called 
Fractionation Associates with a one Billion liter a year capacity. 
land has been acquired almost within hailing distance of Cutter's 
Clayton, North Carolina, plant. we now await the next steps. 
The 64,000 dollar question is how many Clayton people will they 
hire away. Us old Ba:tar-Trameaol-arlaoders bare, and back home 
look with soma amasemant and wonderment at this vmnture particularly 
in view of the serious management and teahsrioal difficulties Hyland 
has been having. Tura in next year for a programs report. 

On to more blood bankers. The American Association of Blood Wake 
is a trade orgsaisation of about 2000 institutional member■ (that is, 
various kinds of blood banks) and about 5000 individual members. 
The usstituticoal members have the vote on AABB policies. The 
institutional mashers remain auta-wmous but, uadsr the umbrella of 
the AABB, they cooperate in standardising by assns of various 
publications written by many oommittees. The technical procedures 
of the AABB have widespread utilisation as authoritative doousmats by other blood bankers and these manuals of procedures are acoordad 
recognition by the 1I1)1 as acceptable procedures in the case of 
.inspections. The AABB members account for S million or so units of 
blood collected in the U.S. afoeues they area beterogensous group, their blood services vary widely depending on the sire and mends of 
the medical community served. 

Another maverick group of blood banks, formed because of pb.loeophioal 
differences, is a band of, I think, 13 MU dissidents such as time 
enormous Now 'fork Blood her sod Stood yarvioes (headquarters 
located in Phosusts with aPProeima ely 23 osaters in the central U.S.) 
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These CCBC blood bankers advocate policies samstinas only subtly different from that of the Asd Goss hisrarcha. Their principal difference in point of view with the AAaa p le is probably our the so-called panalty fee or responsibility fee which, after 2Oae semantic laundering, is now usually caULd a non-replaoemant fee. I think I will mentiom a little acre about this later. 

i CCBC like the And Cross embraces the idea that the community Should be responsible rather than individuals for blood supplies. 

The Asarican Blood Resource• Association started parbape tan years ago as a group of whole blood banks operating on a  basis or if you viU, profit makers. With advancing pressures to test rid of thssa onerous 000sroial whole blood bankers, their ranks he" thinned and the AMA is now mostly a trade association of the 100 or so independently operated plMapher"is oeatsrs. For many 
years ABU was fairly strident and perhaps soon dmt radioal in its voice and thus Outter and the other fractionators did not chose to be seers of the organisation. Iately AMA has tomad down its atidency and is beginning to play a quite responsible role in advocating the proper seoognitioq and need for plamapbaresis. one or two fractiomatore have joineed. Alpha for one. 'ibey have spoaSored two very useful plasma Forums, aaatiags at which they haw been very Successful is bringing all sides of the blood and plasma Picture together for u5Stul, diaoussion of tbs important issues. Cutter spooaored the y lisation of the q_Oo"diags of the first theme Pox. 

Tbs r. m g
 group of blood oar plaaae pro -s is of course the fractionators. In the United Stites the four big oats are Cutter, hiyland, Am our and Alpha. Others are 119rvk Sharp i Dohss, Part-Devia, $erieux and Xichigan. Rach of tbs fraotiooators has of necessity 

bsone• invasd itself in the collection of Plasma and each urn from 10 to 10 pbsixi ie onaters. Cutter utilises tkA outaut of about 100 venters mad I think at latest ovuat wa ova 20 of them. Thew are about 375 caaaars in the O.S. that are liamasad to produce Sours Please (Sousa, , which is the pang, arms aaaigasd by. the F for the please collected by Plasmapbesesis and used ea the 
material foe the 

principal starting 
preparation ai! fraotiops. Ike ass restricted 

in
our raw material to plasm from Pladapbarsais costars or blood banks boasted or Otherwise registered by the O.i. F». There are noon licensed outside the O.S. The last one t ae in Iioarpna. I tomil down there 2 or 3 years ago resulted is the burahinq of this canter. When I senticosd that wa get plasma iron blood banks, I Was zefarrinq to about 10% Of our input. this is plaaaa derived from whole blood which has either goes outdated or has been used for the preparation of oasponenta such as packed calls. Pat oospjesMeaa I should also smntion that soma of the oatput of pbereeis costars and blood benJu goes to the aaaufaature of clinical laboratories. Toe ooiquletion lab products that Iawell will discuss later are eMUgples of theme. ny rienoe in the samutactuxLaq of these paoduota is a littla distant now but I may not be tar off in eatisetinq that 1.5 mi Mice liters par year are used for these products. It is not ace ise LWLtionat part of the business utilising b. , Plasma. 
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The last participant on the national sane in this can of worms we are living with is the 3ureau of Biologics. This is the agency in the c.A that administers the laws pertaining to blood and plasma. I hope you will excuse the strength of expression of my ideas but I know many agree with me wt MM I say that it is more of a pain in the neck every day through its overzealous 
interpretation of Its mandate in ao cinistdring the provisions of t:.e Federal Fox and Drug anc Cosmetic Act and core particularly the htological products prov.sions of tae :.;blic Health Service Act. The Bureau is our most frustrating probler,_ 

I would like now to mention a low of the conflicts that make the Dlood and plasma scene a difficult aLtuatioa in which to obtain any unanimity on policy. I mentioned before the issue of whether or not the supply of blood is primarily the responsibility of the comocinity and its citizens to donate without regard for a specific patient's needs bit only to keep the bank full. This is the way the Red Cross and the CCBC think. The voice on the other side is that of the AABB whose members feel equally strongly that donor recruitment should be tied much sore specifically Into nsyms bilities related to each patient's needs. There does not seem to be any way to compromise these two positions. This has led to an open battle between the Red Cross and the A&dd that continues to be the subject of much rhetoric and publication in blood banking related journals and often in the public press. 

A spin-off of this controversy concerns the non-replac sent EN. This fee or charge is assessed if blood used is not replaced. The Red Cross will have nothing to do with this but the AUB argues that it is a powerful tool in donor motivation. 

Then there is the Issue which is perhaps the Most ridiculous. The highly emotional volunteer donor versus paid donor controversy has wasted more time 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 purported to show that the incidence of hepatitis from blood or its components from donors who bad received payment is significantly higher. 1 won't spend time relating nary of the ridiculous and irrelevant issues that have been raised in the course of this controversy. If it Were not such a serious issue I think it might be possible to laugr at sons of the things that have been done and said. 1levertheleas, we ended up having the Bob pontificate a definition of a paid donor and as you can imagine, sons of the interpretations of this axe peculiar. Apparently one is not a paid donor if one gets a day off from work for giving blood but you are a paid donor if you get a Merchandise certificate for some item donated by a well-manning store. This last issue of the differentiation between a volunteer and a paid donor has worldwide ramifications also, but more on morality grounds than on safety grounds. 

riow we're not going to Lit the U.S. Government off easy as a participant in this situation. In addition to the Nob there her been a program for about 7 years that was hatched by the initial arguant about volunteer vs paid donor@ and the resulting quseticme an the safety of 
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blood. At that time, almost in self-defense, the Department o! 
Health, Education and welfare, in anticipation of possible 
congressiaAal action, formulated a national policy which has 
tLrnew' o,t to be one of the more useless doci:aents that has cocoa 
out of a jovernment agency, although soma of you may have examples 

oc jo..r own to put up aylainst it. An objective of the national 
Llood policy is or was the attain nt of peaceful and cooperative 
coexistence among such groups as the Red Moss inc the AA.:s and in 
pursuit of this goal a non-governmental organization called the 
American Blood Coemiiaaion was torrid. aepresentatloa on the 
American Blood Commission was intended to be very widespread among 
interested organisations and in fact the members of the ABC are 
drawn from all facets of blood banking, from medicine, iron hospitals, 
and from various special interest groups lib unions, Blue Cross, 
hemophilia etc. deedless to say the ABC has been a flop. I suspect 
that it will hold on to finish a caoupi. of useful projects that it 
has undertake but its principal purpose of finding a way to 
establish a truly national blood policy and philosophy has not been 
achieved and at the moment I can ass no way in which it can be achieved. 

Speaking of special interests, we want not ignore the various 
organisations representing different frosts of blood and plasma, each 
of which has its own axe to grind and in doing so succeeds in mekiag 
the lob in the world that much more complicated. to mention a few, 
perhaps the most interesting, aucoassful, and unique group is the 
ho rid Federation of Hemophilia, a loons confederation of national 
hemophilia societies. This group has been very effective 
particularly in the U.S. in gaining popular support leading to 
legislation and authorization of public funds to help defray the 
cost of the constant care for hemophiliacs. Another group, this acs 
a governmental agency, also is often responsive to pressures of 
special interest groups. This 1e the ■ational Heart, Lung and Blood 
Iastitoh which has a separate division to control the sspaiaditurs 
of public fuada for the support of trea t centers, at the acweat 
with special i rest in hemophilia and to allocate funds for grants 
and oontrsct rsserah in all pbaass of blood banking and fractionation. 
The American Modloal Association is another -usels of organisations 
that maintai, Coawittass to foarsailatm their own policies and to try 
to influence the direction of blood and plasma organizations to their 
own interest • The U.6. Pharsaosutioal Isfaaturers Association and 
its international counterpart have sections or working groups devoted 
to this field of interest. in this taxt, as soar of you know, I 
have been raprmasntiwg Cotter and the US PM in a working group on 
blood and blood products of the 3P*. This working group has 
representatives of scat of the significant fractionator, in the world 
and its effectiveness has surpassed the expectations of most of us 
who are cambers of the working group. Practically all of its 
interests have been related to problems of Suropsan countries, the 
Council of Europe, the Imaqua of lead Cross societies and the World 
Health Organisation. You will recognise quickly the value of 
participating, to protect Cutter's ability to market products. 
U.S. goverawantal organisations 

or regulatory matters are simply of 
collateral concern only as they saty afloat the thinking or policies 
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of the multi-naticnal situation in Europe. Also, this 'PM 
working group has now succeeded for the first tins in bringing 
together the commercial fractionators and representatives of 
the international Bad Cross Societies. This meeting that was 
hold in Zurich last Nov.aber was very successful in that it 
allowed a frank eiscussion of all of the apposing points of 
view so that now eve ryore has a better under.tand2.ng and 

will 

not be so prone to repeat many of the half-truths that have 
became coon nplace in the continuing battle of wits. We plan 
another meting this Fall in order to begin pursuing, among 
other matters, the mechanise by which the relatively scarce 
technological resources of the world as represented by industry 

and the Pad Cross can be brought to bear over the next deceds 
to assist developing countries to attain some degree of self-
sufficiency in blood components and plasma products. I feel 
very confident that this kind of breakthrough will be of 
enormous assistance in rsdueinq over the next few years the 
midunderstandings that often interfere with our own, that is 
Cutter's marketing efforts. 

I eentiasfed the World Health Organisation 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 projects designed to put 
together manuals and requirements in blood products to aid in 
another way the program I just mentioned in the lesser 
industrialized countries. I mention this because Coe of the' 
first of these documents has nor 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 WHC Snpsrt Comeittae on 
Biological Standardization, a yearly compilation of the work of 
the Biologicals Program of the WHO as considered by and, in 
effect, approved by the Export Committee. I have been privileged 
to attend the Last two meetings as a consultant and therefore 
participate in the deliberations. 

The significant document in this report is contained in the section running from pages 28-87, aver half the book, entitled • A.quirements 
for the Collection, Processing and Quality Control of Human blood 
and .3lood Produces•. It is noted at the end of the report that a 
group of 19 people were the authors, of which I was oo.. I don't 
ration this, belie,. me, because I vent to toot my own horn, but 
to point out that all the other authors, with the exception of 
darker from Bureau of Biologic., are from Europe - so Cutter is the only U.s. fractionator participating in this important endeavor. 

I want to point out why I believe this participation  is i tant 
to Cutter. I found that by being one of the authors, I aw s ibis to 
prevent the inclusion of r*quiraaeats for fractions worded is such 
a way that Cutter products would not be acceptable or would need 
estsaaive additional testing. rior what is the value of that? 
The.. W publications he international authority and influence 
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.greatly the d:rsctions of policy and technical standards an 
countries all over the world, including the U.S. ay helping 
to support the Wk3U program with a few bucks and my or aoneone 
else's time and expenses, we can gain maximum assurance that 
Ws have a ■troog voice in shaping that direction and thus reduce 
to a minimum the chance that U.S. standards will not be compatible 
with our products as we would like them to be. 

Another, rather one-sided organisation, and I say one-sided mainly 
because of the nature of its menbars, is the Intarnst;onal Socisty 
of Blood Transfusion, which, although it has Deny members from 
all over the world, is principally a ruropean Organization. Its 
officers and management have tended to be from the idealist school 
of blood banking and so have often in their international meetings 
leaned over backwards in the advocacy of volunteerism, woaprofit 
and noncommercial blood banking and plasma products production. 

So you can see from this short discussion of special interests 
that ivat those I have mentioned make a ohallanging array of actors, 
each with his own part to play, but soeetiaea as though there has 
Dever bean a rehearsal to establish the plot. It doesn't appear as 
though there will ever be agreement as to what is but. 

Fractionation of plasma is of course our principal interest. 
Commercially it is our only interest. Over the year., the 
Competitive situation domestically and intare.tionally has been 
changing slowly. Dcrosatioally, there have been many dropouts, 
Laving at the present time the four big ones which 2 mentioned 
and there are those aw who feel that nyland is on its last legs, 
to the point whew we feel at ease to speculate as to whether they 
will be competent to work with the American had Cross in the 
construction and efficient operation of their joint venture 1 million 
liter per year fractionation facility now reputed to be built in 
Worth Carolina. In the rest of the world, there are two or three 
strong multi-rational fractioaators such as iabi and Immuac and also 
odds and ends of nationally dadiaaasd plants is many many countries. 
Each of the.. matiocl facilities aces to sutlar from its own 
particular problems of supply of p—, lack of aonay, a dearth of 
casQetent people and capacity constraints. Iocking ahead it is an 
intriguing task to postulate where all this will go to and how Cutter 
in its expansion worldwide with the significant urging of our parent 
company will be able to.mako a real mark. WWe can establish plasma 
collection canter., we Can establish filtration, filling and 
finishing facilities, we can construct fractionation plants, we cap 
expand our market psestration into areas where we are not now
represented, utilising the output from all of these sew facilities. 
Wi have poteatdl for manufacturiag our own plastid equipment to be 
used in oonjuaotie with this program. In other words, we can do 
anything. slowly .s have to work out the political and sociological 
aspects of such aepixations and, believe w, these 

are not the least 
of the cha11ap09s that We will faits. I'll mention again sow something 
that I have ben talking about for several years and which I believe 
to be an important factor in the plinpt— M at do. resides the 
U.S . there are only two countries in the world that will allow export 
of plasma protein collected in that country. ll e.e are last Osremay 
and Austria. Per all practical par s, theca three cointriaa 
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(tie U.S., West Germany and Austria) are the Sources of plasma fractions for every other country in the world, with maybe 2 or 3 exce~ticr.s -w ich :,Dwell and Carroll might even argue with me cn. What this =sans is that the entire developed world except f'=: ' =._ten' estates, West rmany and Austria is not self -s. if _c_er._. :se .Pict cf this on the J.S., :or %txarple, is :at s iere a_c;:nc 2.)% •,f plasma protein cc:iected in the :,".S. ~s ex?o=celf either as plasma or as a product. Now the »orld a_t:s lrgacizat_^n has established an objective of primary health care for every -nhabitant of the world by the year 2000. It may 
surprise you if I say that 3/4 of the world's population has 
ansolutely no blood service. The few uxosptioca to this are the rich and the elite. There is no way in which the United States, with the small help of West Germany and Austria, can oonti a an escalating supply in the face of the pressures that will noreally grow out of these programs to establish health care. It's going to be an exponentially rising curve with relatively little increase in the first years, but as health service infrastructure is established in developing countries, that is, better water, better sanitation, clinics, hospitals, and medically trained personnel axe acquired, then blood banking and the inevitable spinoffs leading to need for plasma Processing will become quickly apparent. With a very urge number of these countries located in areas with significant disease vectors leading to high levels of hepatitis, malaria, parasites and so forth, blooc and plasma for the need■ of those countries will have to come from those countries theaselvas. I could net imagine plasma from a country with 501 hepatitis d positive donors being shipped ter fractionation to any of the plants located in the 

developing countries. The question is what will our role be in finding answers to these dilemmas? It is something to think about. 

JNA/)wk 
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