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The HiV/AIDS contamination of the American blood supply that first came to our

attention approximately 30 years ago is a dark chapter in our nation's history. It
•co'escns one of the worst medical disasters in United States history to hindsight
preventable disaster was in part the result of bad decisions, leading to dangerous
polices. and the subsequent widespread transmission of HiV/AIDS to America s
nemophiha community. Over 50 percent of the US hemophilia community was infected
with hiVAIOS during the 1980s. For those with Sevens hemupMU .nU..., .—
was over 90 percent There were also another roughly 12.000 HIV/AIDS transmissions
assorted with blood component transfusions (1)

> . u,wu UV<U*M>vJ IVUl yClW.UUUIlS Ui ScilllHlUS With
.hemcphAa But the real story predates HIV/AIDS by four decades. Pharmaceutical
companies are required by law to manufacture prescription drugs and biologies that are
Sate anu dec num UineaavHdUy daiiyciuu* uetovw. Ubopne lilia ieMuitc.mc.1.,. uit wwu
community from the commercial producers of blood products to the blood banks and
blood centers remained indifferent to the presence of hepatitis viruses in the American
uiuuu auwpiy- ' ”«« uWHicicHUe ut St ieu IU esudieumy udiiwtuoaiuii ui ncpotllio b Vlt'Ub
<HBV. arc non-A. non-B hepatitis (hepatitis C virus [HCV]) through blood and blood
products anc later it set the stage for the HIV/AIDS catastrophe.

>t was as if a cuifeuive denial' spie.au iiuuuynoui it le bioou wnimunity and Ine
relevant medical establishments. It was business as usual across the blood system,
i ne 'warning signals were there and yet the system continued to allow questionable, if
not outnght dangerous blood collection practices such as collection of plasma from
prison donors ana impoitahori of plasma from less developed countries in fact the
rzHectton of plasma from prisons for the manufactuimg of blood products did not end
urto 1593 when the Food and Drug Administration (FDA) put an end to tins dangerous
rcacuce 3 had been allowed to flourish tor over three decades

At me i wptmw wwiu me waiimiy biyiidis wwu yiuwmy weii beiuiv the
. -'<5 eprcemic emerged Most notably, by the mid-1970s hepatitis joined

mt'acramai bleeding as the leading kilter of persons with hemophilia. In fact, in a 1977
editorial in the Annate of Internal Medicine. Iwo prominent hepatitis experts noted Ure
‘unequivocal evidence far rhe existence of chronic hepatitis in patients with hemophilia’
(2). As the years progressed, the dangerous infectious disease consequences of factor
usage were -ndispytable as HCV-associated fiver disease and failure escalated tn the
hemophiliacommunity.
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operate under the assumption that the '’potential” transmission of hepatitis w-uses was
an acceptable risk given the remarlcable benefits of factor concentrates in the lives o<

».■ persons wiiii iiwiivplmfe. Even Ute iSeufe w HvV iuieutat aw tivei diweaw in
liy hemophilia did not result in significant changes- neither in therapeutic choices nor in
||| what was being communicated to persons with hemophilia. The long-term risks of
K’ i M UWMWV UMe •.«»Jiy <•«v>MW«8JJ.<»w.,.mJ w,wv.4 m*v^iures

largely ignored the risk of hepatitis transmission through the blood supply.

A citdi unueiawnumy ui hsa puaeu by tiie pieaenuv ui iiepcHiub Has nut pan
of the process - neither for those needing an occasional transfusion during surgery nor
those such as persons with hemophilia who depended on the blood supply for their
&uivwdi mm iiiwiwu buuunueu tu upeidte as 11 iiw nine iiunuied pouiiu yuniid in (ne

room infectious hepatitis, did not warrant a more intensive assessment of the true risk it
" poseefS?

in nemophiha. factor concentrates were considered the Goiaen Goose’ liiat
revolutionized the treatment of bleeding episodes, Concentrates brought a level of
independence from the hospital and a convenience of treatment never before attained,
however, given the risk of infectious diseases, the risk-benefit equation became fiawea.
The demal of the risk of hepatitis was deeply rooted throughout the blood community.
The escalating rates of hepatitis due to HCV in hemophilia clearly indicated that •

something was certainly going awry in the era of factor concentrates, yet no alarms
weresourwfec \

Bui as mure ai'-d more cases ul senOuS livei uiSedW began to suiface, the risks
of transmitting dangerous hepatitis viruses through blood products became well known.
Unfortunately, within the walls of the commercial suppliers of factor VIII and IX,
mechanisms to decrease that risk, either through selection of safer donors or post-
collection treatments, were largely ignored. For example, early attempts to address the
transmission of hepatitis viruses were made by Dr. Ed Shanbrom at Hyland
Laboratories Dr, Shanbrom the first person to commercially fractionate plasma,
resocnoed to two eariy warning signals One was the transmission of hepatitis to
workers handling the product (4) The other was the burgeoning problem of the
transmission of hepatitis to persons with hemophilia. Shanbrom spent the rest of his
days walking to create safer and more efficacious plasma derivatives. Unfortunately,
the manufacturers of blood products chose to ignore the important early warning signals
WW notadopt an This set. the stage for the
twin epidemics of HIV/AIDS and HCV in hemophilia

Shanbrom addressed the issues at a 1996 conference of the hemophilia
community in Japan where he went on to apologize to those present. "I would like to
cffctoity and openly apologize for the pain and suffering to all the hemophiliacs and their
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Factor concentrate sales became a large and profitable business, ha the eai.,
just as the HIV/AIDS contamination of the blood supply was unfolding, the

istry had roughly $800 million of product in the pipeline. The historical record >n this
industry is clear. The decisions within the companies regarding the balance of product
safety and product profit can only be viewed as erring on the side of the industry's
bottom line and not their customers' health.

«l। ;,*ds. Dwcieul pails of the blood system- both
regulatory and commercial - contributed to the overall failure through both their lack of
timely response, and their choice of responses when they were taken. The level of
vaUuuii Hl v iv vxvivw iakvu by yvvv> i utivxi ivyuiuivu uuu ti iv vivvv

ammunitybndustry was contrary to what was warranted. Given the level of risk for
f -hose whose dependence on the safety of the blood supply was absolute, far more

uyuiw.wvv aviivxo ««V<V ivqunuu tootcau. mwiuus iwyuusrei iavnuty tue ucve&Sai /
urgency emerged In retrospect, these should have served as the canaries in the
mineshaft. If they had, HIV/AIDS would have never been a threat to recipient of blood
ana uiuva uiuuuus •

•

'/widespread denial blinded the entire blood system in this country - from
W, .W .V ...w ................... ... ...WWW ...ill ixO

disease. All had tost the independence of perspective in the hype and reality of factor
concentrates and their impact m the hemophilia world. All were together reinforcing the
A.: / L . to to. to L i to„
community But even in the face of mounting evidence that something with grave
consequences in its worst-case scenario was before the community, inertia prevailed.
. i <c 1 1.' I IM< my > > luul I IX. «1.1 iviyvx <> >u< mv Mvut vujt owi ,ui lU, wt >c Ui u >w •VUib>

medical disasters in US history, followed.

; . . , . . :
r.emqphiia anq 3 others were under investigation (6), a meeting was held in
to.ashmgton DC Attendees included the blood and plasma collecting institutions

- ,-> — — to o.. w. —..uhU
<CDC. FDA and the National Institutes of Health [N1H]) The CDC team brought the
issue of the day to the floor - the occurrence of AIDS in blood product recipients. The

>. «/... I,.v «<u« Uw ivyiwi ^il.v.uhv uwiwiu .<VUIM uv «unvi» Uy mw . »j< , uilu

^asma and stood induotsos. These would include the exclusion of gay men, Haitians
ar-d drug users from donating blood or plasma, as well as possible use of surrogate
teste andenhanced teadhmfton procedures of fractionated intennediates (7>.

Fora varied Therewas relucted
hemophilia Cymmundy io be linked to tins new goy' disease and puieiiiiaiiy iuse access
to factor VHi and IX concentrates that had substantially improved their quality of life.
There was reluctance of the gay community to be deferred from donating blood as
concerns were expressed regarding theircM rights. This occurred white the FDA staff
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Mfr uninformed about the situation nfr. concerned w<m DA, s -warnto

to theii regulatory turf (8)

At tr=at time, the regulations required the exclusion from donating 4 a donor han a
/ history of viral hepatitis or intravenous drug use. This was the case, with the exception
/ of the production of immunoglobulin (gamma globulin), which requires donors to have a

f high prevalence of anti-hepatitis virus antibodies tor the product to be useful. Logic and
regulation required that only the immunoglobulin fraction be used from this ‘high risk’

I p-asma. But the commercial fractionators were reluctant to discard the remaining
I fractions that could be used to make other products, most notably factor VIII and IX
I This is where the pooling of source plasma to reach economies of scale for the

production of multiple plasma derivatives became a much riskier proposition. In the
end. rt led to HIWAIDS disaster

In essence the most desirable donors for the production of immune-globulms
< those who had been infected with multiple infectious diseases) represented a serious
risk if their plasma was added to the plasma pools used to make factor concentrates
These pools contained plasma from thousands to hundreds of thousands of donors (9)
The riskier donors, important for the production of immutluyiubuiit i, weie now pooled

i with the rest thus significantly escalating the risk of infectious diseases for those who
received resulting derivatives. It was well known at the time that the new disease.
AiDS, uucuned in ihe same people at risk for hBV. Thus, adding iheii plasma to the
pools used to produce factor concentrates substantially increased the risk of AIDS in
recipients of that material. This use of high-risk donor plasma in the pools destined to
proauce iauui cotiwfiifaie is the of the puzzie ihai it took the hemophilia
community years to uncover It clarified why factor concentrate use was such a high
risk for HIV infection h answered the question of "Why’ this disaster happened. It was
s-rnpiy the industry choosing economy of scale and profits over product safety.

By the time this was rectified. it was too late for a majority of the nation's -
nemopniiia population iSee figure 1 oelow Ocomwice oi Aluo in Peupte with
.emophiha - CDCj They had already been infected They and their family’s lives

cecame dominated by attending the escalating numbers of funerals and wakes of their
vumidueb. /hweptoeiiHGuebLeHuedupuiiiiondHdHWdsuiiiiuuu^^
.nformaten about what was occurring in the climate of fear and stigma that surrounded
the HlV/AIDS epidemic in the 1980s It felt as though their world had been turned
upside down yet they were left atone as individuals and as a community to face this

rw/wwe - • •

r »9«» 1. Occurrence of AIDS in People with Hemophilia Centers f or Disease
Control andPrevention
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V-Me the manufacturers/fractionators controlled the process of source plasma
donor collection and plasma-derivative production, it was the blood banking side of the
blood system that set the tone and the parameters for the screening and testing of
erode blood and platelet donors, For instance, the joint American Association of Blood
Sates <AABS i and N.'H Transfusion Transmitted Diseases Committee consistently
rosr-mfed wto caution regarding the adoption of HIV surrogate testing of all donors as
suggested by the CDC

From the early 1980s forward, some profound irony played out The initial
deferral of gay donors and fear in the hemophite community of the stigma associated
•mtn AIDS toft these too communities at odds during those early years Yet, with time
•re too groups came together Indeed it was the gay community that provided
eaucation and support for the infected hemophilia community members during the
1930s when so little was available to this devastated community.

By 1992, just as another wave of deaths came forth, the hemophilia community
starred to come together m a more organized manner. A stronger and more powerful
community voice emerged in this period as the Committee of Ten Thousand (COTT)
and others such as the California based Hemophilia HIV Peer Association, continued to
educate and advocate for the community. From the beginning of 1993, community
efforts werecentered, onprovidingsupport'.structures for thoseinfected and affected.
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Ine community s initial efforts with the regulatory structure were, uro - ••

hostility or indifference to the community® plight or a little of both This only served to
intensify and clarify community initiatives and slowly there appeared what the was
viewed as, 'cracks in the establishment wall' that opened a space for dialogue between
the hemophilia’s infected and affected, and the regulatory structure wh«J< led to
positive, although turbulent outcomes.

By 1993 COH and others had raised the visibility of the AIDS/Blood epidemic
and the people impacted by the crisis. Through confronting the government and the
manufacturers directly, the community became agents of change rather than the victims
o' thss disaster As a result, the infected and affected hemophilia community built strong,
grass-route. Ufiiintuhity voice Witiun the regulatory struclurv M li® nation s biwiu
supply Through the efforts of COT T and others. Senator Edward Kennedy from

• Massachusetts, and then Department of Health and Human Services (DHHS) Secretary
• Donna Shalva. tasked tire National Academy of Sciences, Institute of Medicine OOMi u -
T empanel a blue ribbon committee with the goal of producing an analysis of how the

system failed and why so many people were infected with HIV/AiDS as a result
' Meanwhile in 1995, then FDA Commissioner David Kessler appointed a member

of COTT’s leadership (Corey Dubin) to the FDA Blood Products Advisory Committee.
White this apoomtment was widely opposed by the blood community, it was another of
the seeds of cooperation planted during the height of the so-called blood wars An
important step m raismg the level of the interaction between those harmed by the
a.saster the boorf community and those tasked with regulating the nation’s blood

The 1995 publication of the IOM Report, “HIV and the Blood Supply: An Analysis
of Crisis Decision Mateos" (W). was 2 watershed moment in the struggle of ensure a
safe and available national blood supply It provided a blueprint for improving the
nanon's blood system and focused on key areas where serious breakdowns had
'rocuxc 'CM recommended where changes were necessary and warranted if the
country was to greatly reduce the risk of a disaster of this magnitude occurring again..
Rather than focusing on individual responsibility, the IOM looked at the failure of the
ddforo.-i; sUuduial cumpoi&idi. uf ihu lUliun's bluud uvstein and what contributed to this
trace metxa: disaster -

The Report stated that The Committee concluded that when vumretoeu w.m a
range of options for using donor screening and deferral to reduce the probability of
spreading HIV through the blood supply, blood bank officials and federal authorities
consistently chose the least aggressive option that was justifiable” (11). From the
community & perspective Shis level of caution pemuatted the response or feck thereof
throughout this nation s entire blood system. The Report also cited the serious lack of
coordi.nal.on oetween federal agency and a serious lack of leadership that permeated
the response to the HIV/AIDS contamination of the blood supply.
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, process of engaging th(< a-gHtatofy ^truMuro femtoy ronton ,M a'/
;he most important policy rlisr.u^ ^^ inc’iH^o} r ia-m '. <n tocSna<og / si J' as r
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on reducing risk from window period infections but also on our ability to track pathogens
and other emerging threats to the safety of the blood supply. We also moved to me
Precautionary Principle’ as the root guidance to the safety of the Wood supply ne

!OM Report stated m recommendation VI that. " White uncertainty or countervailing
oubiic health concerns preclude completely elimmahng potential risks, the FDA should
encourage^ and where necessary require, the blood industry to implement partial
solutions that have little risk of causing harm" (12)

This and other important discussions and policy directives were rooted in the
lOM Report and the investigations and reports of the House Government Reform and
Oversight Committee then chaired by Representative Christopher Shays from Vermont
Pre IOM Report and the too reports issued by the House Government Reform and
Oversight Committee became critical policy building blocks for the evolving
prcc.Tjmnary principle (13) Those wnro important steps that served multiple ends First
and foremost, an overall improved safety landscape, especially for plasma derivatives
and secondarily, to the development of more educated and informed policies

However, hindsight is again an important tool for understanding the past and the
future and the question remains, "at what cost'’ The human cost is staggering for both
the infected and the affected destroyed lives and broken families certainly represented
the highest psychosocial cost. At the same time when calculating the cost of improved
safety the human cost is usually not part of the calculation. Certainly when one
considers rhe soctfo costs Uatog thuae infected and affected by a mcdica! d.sastei
of tms magnitude, screening and testing appear to be far more cost effective as do other
measures designed to reduce known and unknown threats to the blood supply.

The n.f&cted and affected harnophrha community played an important rote in the
!OM Repon and the two Government Reform and Oversight Committee Report as well
/x.-c ar (tees a contentious and challenging process, il served to begin the process of
isrM.dina rust between those impucfeu, trie government mguiaiory siiuclure and the
Congress The iOM Report also ted to the creation of the DHHS Advisory Committeeon
Ewuo Safety arid Availability (ACBSA; (14) For (he recipienttend user community, this i
rep'esented one of the most important steps that hadbeen missing through tire 1970s iarc "S30s ar roxragcncy committee reporting to the Secretary of Health. While we I

Ay! fo‘ ;W nCFWA Gmw y has Uuii of a infeed Wg At times the j
Committee has functionea weH. proauuug pv»<b«c VMiuuues. Iita „ex w4i;
men deferral review in 2010 was particularly effective. There have also been periods
where the Committee has floundered, appearing out of touch with the blood provider
and w^errtcanmuniHes, as well as Ito client OHH 'Secretary. """

It was the hemophilia community’s sincerity, hard work and commitment thatwon the respect of federal regulators and the blood community. H was during" s per x rhat the users of the pharmaceutical products began to rebuild relationships
hommhife wnmwitv members ^consumers*) I
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wh» survived this ordeal would be remiss ?f they did

°°L San?S ? fntfCa 6ye to their rote iR {he unfolding events of the 1&7&
*nd

roe™
™emosl community as a whole was not vigilant and not

X P 1° around it. Clearly, when CDC experts tried to
souno the alarmJhe community denied the risk to itself. The hemophilia community
assumed that others in the system were looking out for its safety, to the end. -t
abdicated its responsibility to itself. Certainly there were those who asked tough

and never really got straight risk-assessment answers Clearly the golden
goose of new factor concentrates did change the way the community related to ns
disease and the way people could five their lives. Because of these very positive
changes there followed a profound denial and tesisldiicf to ciicmge a a*
mysterious, disease was put before the community With the greatly improved clinical
outcomes associated with Factor VIII andFactor IX therapy, who wanted to see the

StouJiny cpiouu'es had beuums ssymTuitlly mure muiwyuubk and
contfpliable with this more targeted treatment. Think how far therapy had come since

the days of whole plasma and its inefficient ability to control bleeding episodes. While
mmsec ano certaWy not wtx the acWist nsntophita
became clear that with the IOM Report in hand, we now had -official ' support for our
demands that significant change occur.

It was in this period when the seeds of cooperation and future collaboration were
sown between the organized and activist hemophilia community and segments of the
rafon s Diooa system Although at times painfully stow, community activists w^e

beginning to bridge the gap that existed between the hemophilia community and the

components of the blood community First and foremost, community efforts were based
7- CC-T xxtow tf<«: the ..immunity needed to build a more substantive and
active relationship with the FOA It is the FDA. which, through the Centers for Biologies
evaluation and Research iCBER). possessedregulatory authority over the nation's
t. '■m p./ end r^m r;rAI han towm": nought a stronger and mon? mdirmdc-t
"R as a foraac^rtoi goal

For trie remaining survivors of the AIDS/Blood epidemic in hemophilia, ensuring
, y7- . m* ply rnetftmrm m h- rooted m understanding the

cuicssai wtoi failure that devastated America's hemophilia community Ihrough
xxrstanaina rhe past the community can ensure better outcomes in the future It can

»h~ forterto r^nutotnry structure is pan o< d <aig-< .Uy.
system cf communication that will allow for that critical, coordinated federal response in
toe face of a senous and/or lethal threat to our nation’s blood supply, the very

tost was totally Jacking in 1980 and was central to allowing the HIV/AtOS
Bicod epidemic to get away from us Strong and coordinated public health initiatives
ce-uid have and history tells no would have, significantly reduced the blood bome

riwsmteitw of HtV/AIDS through fte nation's blood supply
wnrt rxmt.!Kie m oossess. ’an arm in the game”, and whose

-■ ‘X c ex MX / ,h cac

WITN6411003_0008



V manufacturers haw TkSrtBtoOd epidem,c' Since the 1990s the

are

W00d SyStem ,n 2013' 30 VearS after the b500d bometransmission of HIV/AIDS was confirmed at the University of California, San Francisco,vueoicat center and Irwin MemorialBloodBank, we must not become complacent dueto the significant regulatory policy and scientific gains attained in that period. We must
resist the influence of conflict of interest while rejecting the scientific ar c
arrogance that contributed to the NDSWomi

We must never forget the human cost of one of the worst medical disasters inUS
history The voices of those fives tost and sacrificed must always retain their cautionary
.nfmecce over our nation s regulatory perspective and policies. The advances made in
both regulatory policy and science has certainly altered the blood system and its
cvms.ght Ydt if there is a constant here rt is that we must give Mother Nature her due.
always preparing ourselves for the unexpected and the unforeseen. We must do this

always remaining rooted in good public health theory and practice. For. ft is from
toto ,.c ar uwWrxt tomorrow's roadmap tor appropriate responses to emergent

t!-,routs to the Wood organ and tissue supply of our nation

hwnophW oxnmunw»commmed to’dosmg me«*r.end m eage, to
..." B, r'^. euu utoou rtlKl ptotooa communtoee to mmem jigilan. to
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