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ruses such as hepatitis in plasma. In the early 1080s, drug companies Hy the end of 1082, when the first cases turneddownachemical process that could . of hemophiliacs with AIDS had become have hrevenled the inl'ectionof thousands known; Shanbrom had offered the processof hemophiliacs with the AIDS virus, ac- to four firms that made the medicine, to 
cordingtoaleadingbloodresearcher. the Atirerican Red Cross and to the New ,The firms could have prevented the York blood Center, a large blood bank that AIDS cases by using tite process to kill vi- supplies New England hospitals. Shan-ruses in medicine cot norily, sed by he- broinsaid.Theyallturneditdown,hesuid, 
mophiliacs.soldDr.l:dwurd$bttbrom. At the time, the AIDS virus was un-Shanbrout, who designed the process, known, but infection with the hepatitis vi-. said lie ot'i'ered it to the cotitpxnies but. rus was a widespread problem among he-they rejected it. mophiliacs. 
Officials in the blood products industry Shanbrotn said he doesn't know why I he dispute Shanbrorn's claim and question Arms rejected the process, although he 

theel'licacyoftheprocessheoffered suggested that concerns about corporate But some hemophiliacs point to Shan- profits might have obscured the impor-bront's account as evidence of negligence tance of fighting disease. The process 
:ompaniestltatmadethetnediciue. - would have increased costs, although the .hanbrotn was recognized in the 1060s increases would not have been great, lie for his leading role in developing the he. said. 

mophilia Inedieine,.a concentrated blood- "Too often, the executives involved just clottirigprotoln drawn from blood plastJta.. didn't know, They're too busy balancing In the early 1980; the medicine thel'inancialslleet,"Shanhromsaid. known as Factor VIII — became contami- The high rate 01' turnover among execu-nated with the AIDS virus, transmitting lives also inside it difficult for the firms to the disease to as ,,any as 10,000 hemo- fortis on such issues as fighting viruses,.he philiacs. • ' said. In lU80, :Shanbroru said he bvg;in offer-
1.m6 the eulnp{tnies a pro pp } (Qr, killing vi- ; 1.1 RESEARCHER, Pago 4A 

Decade-old policy feud 
persists in AIDS battle 

By PETER SHINKt1F agency had no power to order firms to 
Advocate stall wnler ' act. The FDA had legal authority to 

regulate companies that make 
medl-

ln the early years of. the AIDS epi- doe for hemophiliacs from blood 
demic, two key federal health agencies plasma. ' 
clashed over how to respond to the Dr. Don Francis, a former CDC hepa-lhreatAlDS posed to hemophiliacs, titis specialist who later was the chief The hard feelings -- and the dispute of CDC'e AIDS labs, said the FDA failed ever the proper responseto the disease to listen to the government's top see 
—persist. 

The agencies, the Food and Drug Ad-. 
eialists on the disease — who were at 
the CDC. 

ministration and the Centers for Dis-' "They really killed a lot of poople,"he 
case Control and Prevention, were on said of FDA officials. "There's a Jot of the cutting edge o1' the governmalit'&' denial, To carry on with their life, response to theAMDScpidemic. they've gat to say, 'We did our best.' 

Aerimonybetween the agencies arose That's just not true." 
In 1082 when CDC officials recant- Francis said FDA officials "didn't to-mended measures to reduce the risk of ally sit down with the experts at the Infection, while the FDA opposed some. MCand liston to the data," 
u1'.the measures. . ' 

liy law, Ihe'CDC's job was to runtr'ul 
FI)A•, inaction stemmed from The 

AIDS :and other diseases, Isut the - 1 1 S.. FEUD, P.s• 4A 
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"There is arrogance, there is 
ignorance and there is 
incompetence, and that may 
amount to negligence" in the blood 
products industry, he said. 
'Bull know that no one ever had 

evil intent," be said. 
Thomas Drees, former president 

of one of the four companies, 
Alpha Therapeutic Corp. of Los 
Angeles, said researchers at his 
firm told him Shanbrom's process 
"would not work" 

However, Drees acknowledged 
there might have been a 'snot-
invented-here syndrome," a 
tendency to reject a process not 
developed byAlpha, Drees said. 

Also, since hepatitis sometimes 
takes up to 30 years to kill people, 
and by the mid-70s a test was being 
used to detect the virus in blood, 
there was little pressure on the 
companies to take more steps to 
address the hepatitis problem. 
Drees said. 

Don Hyman. spokesman for 
Miles Inc., another Factor VIII 
maker, said he 

was unfamiliar with 
Shanbrom and could not comment 
because the company's actions 
have become the subject of court 
cases: 

Hyman said courts have 
consistently found that "at all 
'times we took every step 

possible, 

with all available scientific 
knowledge, to assure the safety of 
our clotting products" 

Geoffrey Fenton, spokesman for 
Baxter Health Care Corp., a Factor 
VIII maker, said Shanbrom offered 
the process to Baxter in 1980. 

"We didn't think it had much 
merit;" Fenton said. 

In addition, the firm was in the 
"advancers development stages ' of 
another anti-viral process, and 
adopting Shanbrom's process 
would have taken the firm "back to 
square one,"Fenton said. 

In 1983, roughly three years 
after Shanbrom proposed his 
process, Baxter began selling 
Factor VIII treated under the 
firm's awn p*Dress, Fenton said. 

Shanbrom's account has won 
support from the HemophiiialHWV 
Peer Association, a group that 

is 

calling for a congressional 
investigation of the AIDS 
epidemic, particularly its impact 
on hemophiliacs. 

Michael Rosenberg. president of 
the group, said the industry's 
rejection of Shanbrom's process 
demonstrates that the industry 
was not interested in protecting 
the health of hemophiliacs. 

The industry knew before 1970 
that Factor VIII posed a threat of 
hepatitis to hemophiliacs, but it 
failed to address that threat and 
failed to warn hemophiliacs about 
it. he said. 

"The safety" of hemophiliacs was 
neglected;" said Rosenberg, a 
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Dr. Edward Shanbrom said 
he saw 'ignorance' In the 
blood products . Industry, 
but no evil intent. 

hemophiliac who has AIDS. 
The AIDS epidemic among 

hemophiliacs could have been 
largely avoided if the 
manufacturers had simply used 
the process, which relies on 
detergents to kill viruses, 
Shanbromsaid, 

Supporting Shanbrom's account 
is the fact that his patented 
process was purchased in 1988 by 
the New York Blood Center, which 
has licensed a similar process to 
Factor VIII makers around the 
world. 

The Blood Center bought 
Shanbrom's patents for an 
undisclosed price in I988 to make 
sure there was no cloud over the 
center's legal claim to its own 
process, said Dr. Bernard 
Horowitz, director of the Blood 
Center's virus inactivation labora-
tory. 

Shanbrom received three 
patents on his process by 1983. 
three years after be first 
requested the patents in 1980. The-
first AIDS cases in hemophiliacs 
were reported in July 1982. 

Shanbrom's process could have 
killed the AIDS virus, but at the 
time it was untested and not 
supported by data, Horowitzsaid. 

"He didn't have very much data 
to say, 'Here's a methodology that 
would work," Horowitz said. 

In addition, Shanbrom's patents 
were "just an idea," and hadn't 
beclrtriedout, Horowitz said. 

In fact; Shanbrom said, he had 
"enormous amounts of data" that 
he. developed while working -as a 
consultant to Armour 

Pharmaceutical Co., 
a Factor Vill

maker, and other firms. 
An Armour spokesman refused 

to comment" 
Shanbrom said although his 

patent listed a number of 
detergents, it would have taken a 
company no more than a year to 
select a detergent and develop an 
effective purification system, 

During the 1960s, Shanbrom was 
medical director and director of 
research at Hyland Laboratories, a 
division of Baxter. Under his 
direction, Hyland researchers 
developed concentrated Factor 
VIII. 

To make the medicine, up to 
20,000 donations of blood plasma 
were pooled, and then the Factor 
VIII protein was removed from the 
pool and concentrated. 

The medicine revolutionized the 
treatment of hemophiliacs, 

who 

began In the 1970s to live longer 
and enter the mainstream of 

•American life. 
It was a golden age for 

hemophiliacs." said Alan 
Brownstein, executive director of 
She National. Hemophilia 
Association. From 1972 to 1982. 
the, median age of American 
hemophiliacs rose from 11 years to 
more than 20 years, he said. 

But the medicine also carried the 
seed of destruction. 

In the early 1980s, the use or 
large pools meant one plasma 
'donation infected with the AIDS 
virus could contaminate thousands 
of Factor VIII doses from the same 
pool. 
"It's sad." Shanbrom said in a 

pensive moment during a 
telephone intervi ewfrom his home. 
in Santa Ana, Calif. "I'm one of the 
ones who helped spread the 
disease. 

"I will never be able to 
compensate for the harm done"he 
said. .. 

He did try to prevent that harm, 
he said. Shanbrom said . he. 
recognized the threat of viruses to 
heniophiliacs `very . early," and 
immediately began thinking about 
asolution. 

But in 1970, Shanbrom left 
Hyland, now a division of Baxter 
Health Care Corp. Shanbrom said 
he left because - be had "strong 
differences of opinion" with the 
firm's president over the need for 
further research. on plasma 
products like Factor VIII. 
Shanbrom particularly wanted the 
firm to investigate viruses in its 
blood products, he said. 

Fenton, the Baxter spokesman. 
said be could not comment on 
Shanbrom's departure from the 

firm. 

After 
leaving 

Hyland in 1970. 
Shanbrom continued working on 
the problems of virus a in plasma 
products, he said. He developed his 
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• Process working as a consulter' "ter 
medical and pharmaceutic; 
searchfirms, he said. 

The first signs of the virus 
problem showed up in the spread 
of hepatitis, a viral infectious 
disease that can take years to kill a 
person. 

During the 70s, medical journals 
reported that hepatitis 'was 
striking hemophiliacs and workers 
in plants where plasma was 
Messed into Factor VIII 

In 1976, the U.S. Food and Drug 

Administration required blood 
collection centers to test for 
hepatitis B in donated blood. 

But problems with hepatitis 
continued. In the -nid-70s, 
researchers found that hepatitis 
viruses other than hepatitis A and 
B in the blood supply were striking 
hemophiliacs and others. 

By the Iate 1970s, liver disease 
from hepatitis was a leading killer 
ofhemophiliacs, second only to the 
uncontrolled internal bleeding 
caused by the disorder, 

Err -tein said
I Vhile. in Europe, a German m { 

make. of Factor VIII developed in 
the late 1970s a process for using 
beat to kill viruses in plasma. . 

Neither 'Shanbrom's detergent 
process nor the heat treatment 
process were in regular use in the 
United States when the AIDS virus 
entered the blood supply in the 
early 1980s. 

`Hemophiliacs were sitting -
clucks for any new virus in the 
blood supply,"Rnsenbergsaid. 

r Feud 
CONTINUED FROM to - - 

curi
Reagan administration's policy of E att said the response was intervention in similar to the FDA's view in 

govcj- nketplace,the In January 1983, Francis, ]gait ma Fr
t the marketplace, Francis said. 

FDA spokeswoman Monica 
the early 1980s. "At least they're 

consistent,"hesaid, 

and other CDC officials made 
I recommendations at a meeting at 

• Revelle said the two agencies have a! 
"collegial" 

After the hemophiliac AIDS cases 
, the CDC in Atlanta, . which was 

working relationship, 
and she declined to respond to ¶ 

were discovered, 'CDC officials began 
attended by officials OftheFDA, the
blood products industry, the 

• Francis' remarks warning that the disease could contaminate the blood supply, 
American Red Cross and other 

FDA officials refused to be inter- - groups, 
viewed, butRevelle released a stale' Gays and Others objected to what 
meat saying, "FDA did what was. they saw as a civil rights violation in 
scientifically advisable based on the ' a recommendation that people who 
judgments of the world's experts had had homosexual sex should be

F and the state of technology at the , 
. 

barred from donating blood, 
i time." . w•K Se veral groups expressed doubt 

One former FDA official, who  
' '• 

that the disease was infectious, 
} oversaw blood banks, derided a CDC according to accounts of . the 

recommendation as "nonsense." 10 - . meeting. Francis pounded his fist on 
Thedispute flared up in July 1982. _ a table in frustration. 

when CDC reported three cases of Days later, Francis Wrote a memo 
hemophiliacs who had the acquired 

.' 
thatnovrseemsprophetic: 

'immune deficiency syndrome, 
AIDS.  am

 `7 feel there Is a strong possibility.. 
t nsome past-transfusion AIDS 

CDC officials warned in a public . = post-Factor VIII receipt report that because hemophiliacs 
j 

, AIDS.  will occur in this country in commonly injected Factor VU!, a fi=. 1 
i the coiningtwoyears"he wrote. 

medicine made from blood plasma, 
, 

"For hemophiliacs I fear it might it was likely that AIDS was a blood be toe Iate," hewrote. 
+ borne, infectious disease { •. - One key recommendation made at t " But with so few cases of AIDS in ft Oto ~•,Y al .Don Francis the Atlanta meeting was to test 

hemophiliacs, many in the blood 
banking industry said they doubted Don Francis, former chief of 

blood for an antibody to hepatitis B 
to prevent contamination of bloodL

t 
thediseasewasinfectious. . AIDS IabS at the Centers for

with the human immunodeficiency
By fall 1982, CDC officials were Disease Control and Thee' ah~ 

convinced the disease was caused by a blood-borne virus, said Dr. Bruce 
Pre

•  

vention said the Food 
required blood blood 

banks to use a hepatitis B test since 
l ±Evatt, assistant. director of the
i CDC'sDivisionof Host Factors 

and Drug Administratoin 
'killed 

1976. CDC officials were now 
recommending the hepatitis . 

"There wasn't any doubt for 
thousands of people' antibod rest because. it was more 

us i . that it was blood borne in 19132:' 
by Its response to the AIDS 

a
sensftve than the 1 ar]ier test and 

'Ev2ttsaid. epidemic. 
m uch more likely to disqualify 
donorswhocarriediheAlDSvirus. 

I However, in its statement to The 
FDA 

discount 
CDCofficialshadfound that about . 

,thee s significance of the 
to which pored a particular threat to AIDS were

cent 
o found to have

le  had 
the CDC's 1982 finding! hemophiliacs, 

that 
that

t 

but also to those 
blood transfusions during hepatitis B antibody. Therefore, 

was not until early 1983 was 
demonstrated 

surgery, rejectingblood ofdonorswho tested 
that AIDS was 

infectious." 
Factor VIII, the medicine used by many hemophiliacs, is 

positive for the antibody would 
ss~tticanus reduce the risk of the 

How AIDS was transmitted 
"remained 

made b' 
Pooling up to 20,000 donations f AIDS virus entering the blood 

a mystery," the FDA 
said.said. It was only "by 1984" that

blood plasma. • Because of thepooling process, 
aiDPly,P'ancissaid. 

established that AIDS could Le transmitted by blood, the

a 
donation infected with av singleid 
infect many lternop acs. 

In May 1983, the FDA denied an 
application by a furor that sought to

statement use the test for the hepatitis 
antibody. There was an "absence of 
some data indicating increased 
nfety," the agency told the firm in a 
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Dr. Dennis Donohue, director of 
the FDA's blood and blood products j developed a test and it could have addresstheAIDSthreatsoDonohue division from 1980 to 1885, said the 
hepatitis test proposed by Francis 

been :'broughtonlineveryquickly." 
The FDA finally recommended 

could use the information to stave
and others was "absolute the antibody test in 1991— for use 

I 

off efforts to regulate 
the 

companies. 
nonsense." 

Donohue said the fact that the
against hepatitis, not AIDS. _ . 

in 1984- Hry was discovered, and Donohue recommended that Cutter consider not, using blood people with AIDS had-had hepatitis In 1985, a test in detect the virus was 
developed and put in use. 

collected in prisons to make its- 
B did not prove much. Many of them 
would also have tested  for 

Ultimately, by about the Factor VIII products,. the memo 
said. positive 

other conditions, he said. 
'It's just not scientifically, suffi- 

beginning Of 1987, ttp to 10,000 
hemophiliacs had become infected ! with HIV, theCDCestimates. 

"Donohue requested that we-send 
him some official notification of our 

cicntly sound that one could apply 
that to the entire blood supply of pp y 

Evatt said it is unclear how many 
hemophiliac AIDS cases 

mans sa that he could use ibis as am-
munition that voluntary efforts of this coon; ry, Donohue said. 

Donohue knew the needs of the 
blood banks. 

would have been prevented if the FDA In 
January 1883 had banned the high. 

the industry precluded the need for 
-any furtherregulation:..;'thememo 

He established a blood 
bank in Seattle in 1972 and ran it 

risk groups—people who tested 
said; 

Donohue and the FDA refused to until hejoined the FDA 
Evatt, however; 's 

positive for the, hepatitis antibody,: 
gays and drug -users--from donating 

comment on the memo. 
said. Donahue 

objections were a "smoke screen .^ 
T3sing .the hepatitis B test, would 

blood. 
But such a .ban 'would have 

have prevented infections with both 
prevented more than half of the 

the AIDS and hepatitis viruses he 
estimated 1,700 AIDS cases caused by blood transfusions from 1983 

usioaid. 
said."Donohue is wrong.

Evatt said the test would have 
forced blood 

through 1985,Evatt 
One industry document banks to reject about 7 

percent of Their. donors -- the 
suggests 

Donohue worked with the blood 
source of the blood banks' most 
Important raw material as well 

productsjndustry'tohelpitstaveoff 
newregulstionsbytheFDA as 

theirincome. - The document is an internal 
'The attitude of many blood hankers was that these 'people 

memo, dated Dec. 12,. 1982, and. 
written by an official of Cutter 

would have died anyway if they didn't get a transfusion, so it didn't 

. 
Biologicals, a division' of Miles Inc.. one of the major US. makers of 

matter it they got hepatitis; ̀ Evatt . said. 
Factor VIII. The memo was released during a court trial of a lawsuit filed 

In fact, the hepatitis B antibody 
bya hemophiliac against Cutter. 

test should have been mandated by ' 
In the. memo, Cutter ,official S.T. 

Ojala .•the FDA years earlier to prevent hepatitis infection, Evattsaid. 

said Donohue requested 
information about Cutter's plans to 

At the time -no; test for the hepatitis B antibody had passed the FDA's rigorous. approval regimen, so no. test. . was legally. available, Donohuesaid. 
Evatt dismissed that . objection, saying that one company. had 

C~) 

rNHt= 443124. 
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=.Tile :CDC Issues a wanting that 
:troe hemophiliacs.bave lhri-syndromenarked Tw 
by a weakened' immune' system sY ,which~is•'sir'rking 

I t~ornosexuals ionwtda: Ti Ot:th~► th6& " r 
hsmo  hiliacs die - o . . .- ... '. Y;. .:: .

p The 3lirae cases raise the 
: '.---- ~'- A;  osslbiidy that the illness Is transmitted by blood, 

.', .  CDC 
5.'Def

titaf Nesltfi
and Human Servrcescafls"?ogeilerdnrtny of

' r health officials and blood 'Industry officials to .:. 
r-  iscuss the three reported rases of the syndrome 

Inheinopliiliacs µThe disease:Is given the°rare 
Acquired'linmuns loficlancy Syndrome AIDS:;:' 

4= u_ Atariestt iii Atlanta rCDC.f$
; #icia's recomrn4tid an array af taps to prevent 

AIDStiansmissio ; Including use of a'hepatitis.- <. 
;:zsiiitibody'"lest to..bixe'en piit_'blocd thai=rs at riskf 

transmilti the agent AIDS: ..,:   rsg  that  : -A•. 

The U S Food and i]rug Adminis-
trationtells a Factor Vill manufacturer that there is 
an.'absarica o( some-daa"td indicate that the
hepatitis antibody lest would reduce thee• risk of 
AIDStrar ,issfonftoni l=actor Vill::

U — Concentrated Factor VIII, a blood 4 $ offK:rai s annourloe discov-
ery oitha AIDS Virus: clotting protein used forlroating`hemophilia, 2s 

:put onthe market bBaxt r Laboratories: Dr U.S. officials announce the 
Edward S ienbiom, a Baxter employee; directed " liconsing of a:tosi for the AIDS virus, and it is 

=the fieseatch Ioani that devefoiied the product,  Put Into use at blood banks.natioiiwide.. 
which is made by pooling up to 20,000 donations The New York Blood Center receives a of plasma _ patent fora process using'detorgent grid s' olvent 

- Shanbrorr resigns from Barter shat to kill the AIDS virus f n blood. The process Is soon 
disagreements with the company over his cell for licensed lo.Fadar Viilmitrlac ar turers;:: .

.further research on viruses in Factor Vill and  ' 
other blood products, Shanbrom said.. .,.-,  _ 

—Thanks 1o'ihe A1DSvirus fast iancf anti= 
.• viral processes, =Factor VIII products are'tonsid-tflZ =Hepatitis strikes hemophiliacs arid . ,: ..:Y°_ <ered aEmasf entirely safe from`Iho AlDSvirus

hoatih industry workers. The disease is the according So the Nationat'Htafiit plillia Foundation. 
sconii'fsacfing killer of hemophiliacs at the end    Dr. Edward Stanbrom Sells his patent to rrf the decade, at:cording to 3he.National Nerno - the New York Blood Carter for an undisclosed -phitia Foundation. z-.: 

amount ?Iis Blood CeMerbuye'Sharibroin` 
—. Shanbrom begins offerrnci a processfor ...,patent to Avoid anylegal " ...... ns about the 

kitting viruses in Factor VIII to Baxter, other ; =canter's -right to"ttsprocess 'which .h has licensed 
Factor VIII manufacturers, the Red Cross and `= "> ` t0 Factor. VII! makers around the world; Blood 
ethers. Shanbrom daims. ifis process uses Center o'fiicials said:
detergents to k1E viruses. None of the firms adopt • Tit Iris process. v : •: ` s U S Food and Drug =:: •

" Administration reoommorrds filet bloodbanks vse 
Shanbrom files patent applica- '  the hepatitis B antibody test.on blood donations to • Zion for his process. ".. • :_-.prevent ;hepatitis:iittfectiosi, not as deans of

—The U.S. Canters for Disease 
Preventing AIDS tnfecfion.^.::r:

Control (CDC) issues -its first pvblk'report on the 
-syndrome that is"striki - Satraes docxtiitents of file Centers forbisaase n0 gay men, glvingihem 'Control, Food and Onig Administration imd U.S. unusual forms of cancer and pneumonia Pater:! Office; news accounts interviews:= 

Advocate graphi;b Aide M. Verbame 

NHF 44125 
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