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‘Researcher says firms rejected virus prevent

-~y PETER SHINKLE

Advocate slalf writer .

In the early 1980s, druyg companics

- turned down a cheinical proeess that could.

have prevenled the infection'of thousands
of hemophiliacs with the AIDS virus, ac-
cordingta aleadingblood researcher.,

-The firms could huve prevented the .

AIDS cases by using the process to kill vi-
- ruses in inedicine commonly ysed by he-
mophilines, sald Dr. Edward ngubrom. _
Shanbrom, who designed- the process,

- said he otfered it to the-companies hut .

they rejecled it, ,

Officials in the hlood products industry
dispute Shanbrom’s claim and question
theelficacy of the processhe offered,

. Bul some hemophiliacs point to Shan-
_brom'’s account as evidence of negligence

: ompaniesthat made the medicine,
-hanbrom was recognized in the 1960s
tor his leading role in developing the he-
mophilia medicine, a concentrated blood-

clotting protein drawn from bload plasma. .

In the early 1980s, the medicine —
known as Factor V1)1 — became contumi-
nated with the AIDS virus, {ransmitting
the discase 10 as many as 10,000 hemo-
philiacy. st .

In 1080, Shunbrom said he begyn offer-
13 the compynies a progpss ljol;‘lgilljng Vie

Second in a series

rusessuch as hepatitis in plusma. )
By the end of 1982, when the first cuses
of hemophiliacs with AIDS had become

known; Shanbrom had ofitred the process -
- to four firms that made the medicine, to

the American Red Cross and 1o the New
York Blood Center, a large blood bank Lh:it
‘supplies New England hospitals, Shan-
brom said. They all turned it down, he suid,

Al the time, the AIDS virus was un-
known, but intection with the hepatitis vi-
rus was a widespread problem among he-

_mophiliacs.

Shanbrom said he doesn’t know why the

firms rejected the process, although he-

suggested thal concerns about corporile
profits might have obscured the impor-
tance of fighting discase. The process
would have increased costs, although the
in(_:geuses would not have been great, he
said. oo

“Too often, the executives involved just
dide’t know. They're Loo busy baluncing

--the financiul sheet,' Shanbrom said.

The high rate of turnover amony exceu-
tives also made it difficult tor the firms 1o
Forus on such issues as fighting viruses, he
suid,
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Decade-old poﬂcy feud
persists in AIDS battle -

By PETER SHINKLE
Advocate slalf waler

In the eurly years of the AIDS epi-

demic, two key federal health agencies
clushed over how to respond to the
threat AIDS posed to hemophiliacs,
The hard leelings — und the dispute
aver the proper response Lo the disease

4

— persist. :

The agencies, the Food and Drug Ad-
ministration and the Cenlers for Dis-"
case Control and Prevention, were on
the culting edge of' the government's
-responseto the AIDS epidemic. :

Acrimony between the ageneies arose
1982 when CDC officials recon-
niended measures to reduce the risk pf

mi'ection, while the FDA opposed somne.

uf'the measures.
By law, the'CDC's Job was to. cuntrol

ageney had no power (o order firms to

_acl. The FDA had legal authority lo
regulule companies that make med}-
cine for hemophilincs from blood

plasma.

Dr. Don Francls, 4 former CDC hepa-
titis specialist who later was the chijef
of CDC's AIDS labs, said the FDA failed
Lo listen to the government's top spe-
cialists on the disease — who were at
theCDC. - .

“They really killed a lot of people,” he
said of FDA officials, “There's a lot of
denial. To carry on’ with their life,
they've gol to say, ‘We did our best.
That's just not true.”

Francis' said FDA offieials “didn'l re-
ally sit down with the experts at the
CDCand liston to the data,” ‘

FDA. indction stemmed from the

AIDS .and other- diseases, but the “i | Ses FEUD, Page 4A
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“There is arrogance, there is
ignorance  and
incompeience, and that may
“amount {0 negligence” in the blood
products industry, he said. ;

“But 1 know that no one ever had
evilintent,” he 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."” v

However, Drees acknowledged
there might have been a “not-
invented-here  syndrome,” e

tendency to rejecl a process not B

developed by Alpha, Dreessaid.

. 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 litlle pressure on the
companies to take more steps to
address the hepatitis problem,
Dreessaid. . .

Don Hyman., spokesman for
Miles Inc., another Factor VII
maker, said he was unfamiliar with
Shanbrom and could not comment
because the company's ections
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. 1o assure the safety of
our clotting products.™

Geoffrey Fenton, spokesman for
Baxter Heaith Care Corp.,a Factor
VIIlmaker, said Shanbrom offered
‘the processto Baxterin 1980,

*We didn't think it had much
merit,” Fenton said. )

In addition, the firm was in the
“advanced development stages™ of

“another antiwviral 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 Vii} treated under the
firm's own process, Fenton said.

Shanbrem’s account has won

support {rom the Hemophilis/HIV -
Peer Ascociation, a group that js -

calling for a congressional
investigation of the AIDS
epidemic, particularly ils 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 protecling
the health of hemophiliacs.

The industry knew before 1870
that Faclor VIII posed a threat of

- hepatitis to hemophiliacs, but it
failed to address that threat and
failed to warn hemophiliacs about
it hesaid. )

“The safety of hemophiliacs was
neglected,”  said Rosenberg, a

there is -}
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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
hemdphiliacs could have been
largely avoided if the
manufacturers had simply used”
the process, which relies on
detergents to kill  viruses,
Shanbrom said.

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

undjsclosed price in 1988 to make
sure there was no cloud over the

center's legal claim to its own -
. process,

said Dr. Bernard
Herowitz, director of the Blood
Center's virus inactivation labora-
tory.
Shanbrom  received  three
patents on his process by 1983,
three years after he first
requested the patents in 1980. The-
first AIDS cases in hemophiliacs
werereporled inJjuly 1882,
Shanbrom’s process could have
killed the AIDS virus, but at the

time it was untested and not

supported by data, Horowitz said.
“He didn'l have very much data

Lo say, ‘Here's a methodology that

would work,"” Horowitz said. )
In addition, Shanbrom's patents

were “just an idea" and hadn't

beentriedout, Horowitz said.

In fact. Shanbrom said, he had
“enormous amounts of data” that
he; developed.whiie working -as &
consultant - to

" pensive

- products

Armour-~

Pharmaceutical Co., a Faclor vin-

r,and other firms.

An Armour spokesman refused

tocomment.

Shanbrom sald although his
patent listed a npumber of
detergents, it would have taken a

company no more than a year to .

effective purification

During the 1860s, Shanbrom was
medical director and director of
research at Byland Laboratories, a
division of Baxter., Under his
direction, Hyland - researchers
%?Ivleloped concentrated Factor

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

The medicine revolutionized the
treatment of hemophiliacs, who
began in the 1870s to live longer
and enter the mainstream of

select a detergent and develop an
system,

+American life.

“It was a golden age for
hemophiliacs,” said Alan
Brownstein, executive director of
the’ . National  Hemophilia

" Asspciation. From 1972 to 1982,

the median age of American
hemophiliacs rose from 11 yearsto
more than 20 years, hesajd. . .

But the medicine also carried the
seed of destruction.

In the early 19880s, the use of

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
“moment during  a
telephoneinterviewfrom hishome .
in Santa Ana, Calif. “I'm one of the
ones who helped spread the
disease.

‘T will never be able to

compensate for the harmdone,"he

said. . .
He did try to prevent that harm.

he said. Shanbrom said - he.’

recognized the threat of viruses to
hentophiliacs “very . early,” and

immediately began thinking about

asolution. .

But in 1970, Shanbrom left
Hyland, now = division of Baxter
Health Care Corp. Shanbrom said
he left because -he had “strong
differences of opinion” with the
firm’s president over the need for
further research: on plasma
like Factor VIIL
Shanbrom particularly wanted the
firm to irnivestigate viruses in its
blood products, he said. o

Fenton, the Baxter spokesman.
said he could not comment on
Shanbrom’s departure from the
firm. - T~ -

After leaving Hyland in 1970.
Shanbrom continued working on

‘the problems of viruses in plasma
* products. he said. He developed his
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process working as a consultap* “-r
medical and pharmaceutics.-
search firms, he said. o
The first signs of the virus
problem showed up in the spread
-of hepatitis, a viral infections
disease that can take years tokill

person. )
During the 70s, medical journals
reported thst hepatitis ‘was

striking hemophiliacs and workers
in plants where plasma was

Administration required blood
collection centers fo test for
hepatitis B in donated blood,

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

By the late 1870s, liver disease
from hepatitis was a leading killer

of hemophiliacs, second only to the

Brc  -teingaid.
3 vhile, in Europe, a German

" make. of Factor VIII developed in

the late 1870s a process for using
heat Lokill virusesin 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 - .

.- Evalt, assistant director of the

CDC's Division of Hosi Fa ctors.

“There wasn't any doubt for us

that it was blood-borne in 1982
" Bvatt said.

However, in its statement to The
-Advocate, the FDA appeared to
discount the significance of the
CDC’s 1982 findings, saying that “jt

was not unti] early 1983 that it was
demonsirated that AIDS was
- infectjous.”

How . AIDS was transmitied
“remained a mystery” the FDA
said. It was only “by 1984" that
scientisls established that AIDS
could Le transmitted by blcad, the
statement said. -

‘killed thousands of people’
by its response to the AIDS
epidemic.

which posed & particular threat to
hempghiliacs. but also to those
receiving blood transfusions during
surgery. :

Fector VII1, the medicine used by
many hemophiliacs, is made by

processed into Factor VIIL uncontrolled internal bleeding @ucks for any new virus in the
In 1876, the U.S. Food and Drug  caused by the disorder, ‘blood supply,” Rosenberg said.
P - -
- Feud :
" ,CONTINUED FROM 1A k - ]
! Reagan administration's policy of  Evalt said the response was In January 1983, Francis, Evatt
I curbing government intervention in similar to the FDA's view in the and other CDC officials made
H the marketplace, Francis said, e early 1980s. *“At least they're 4 recommendations at a meeting at
: FDA  spokeswoman  Monica consistent,” he said, )  the CDC in Atlanta, which was
+ Revellesaid thetwo agencieshavea | After the hemophiliac AIDS cases .- attended by officials of the FDA, the
}  “eollegial” working relationship, | were discovered, ‘CDC officials  blood products industry, the
{  and she declined to respond to | began warning that the disease  American Red Cross ‘and other
" Francis'remarks could contaminate the biood supply. = groups.
FDA officials refused to be inter- | - —————— - t Gays and others objected to what . .
1 .- viewed, but Revelle released a state- ‘they saw as a civil rights violation in
. ment saying, “FDA did what was. a recommendation that people who
scientifically advisable based on the had had homosexual sex should be
{ Judgments of the world's experts barred from donatingblood. .
i  and the state of technology at the Several groups expressed doubt
{ lime™ that the disease was infectious,
' One former FDA official, who |- according ‘to  accounts - of the
! oversawblood banks, derided a CbC " meeling Francis pounded his fist on
1~ recommendation as “nonsense.” atableinfrustration. ~ . -
Thedispute flared upin July 1882, . . Dayslater, Francis wrote a memo
when CDC reported three cases of. ’ that nowseemsprophetic: —— -
. hemophiliaes who had the acquired ‘1feel therefsa strong possibility:..
i~ ‘immune deficiency syndrome, that some post-transfusion AIDS
AIDS. oo and much post-Factor VITI receipt
CBC officials warned in a public . AIDS will occur in this country in-
repoit that because hemophiliacs ! thecomingtwoyears,"hewfrote. .
¥ commonly injected Factor VIil, a * . “For hemophiliaes I fear it might
+ medicine made from blood plasma, betoolate,” hewrote. -
i' ;:to was Iik;_ely that émms was a blood- k TR . Onekey recommendation made at.
rne,infectiousdisease. oo * - the Aflanta meeting was to test
77 UL vith so few cases Of AIDSin - Fhotocourtesyofbon Francls 10 00 reoine ¥ hepatitis B
emophiliacs, many in the blood g ] to prevent contamination of blood
{ banking industry said they doubted Don Franc's’ forme;r thef pf - with the human immunodeficiency
L thedisease was infectious. AIDS labs at the Centers for. virus, or HIV, which causes AIDS. N
v " By fan 1982, CDC officials were* Disease  Control  and m?énf:?sﬁ a‘;f‘;aﬁ?“ggg Dlood - -
. convinced thedisease was caused by ion. &a; epatitis B {est sin
;2 blood-borpe virus, said Dr. By, Frevention, said the Food 1976 CDC “officials wers mm
3 and Drug Administratoln

recommending  the hepatitis
antibody test because it was.more
sensitive than the ¥arlier test and
much more ‘likely to disqualify
donors who carried the AIDS virus.
CDCofficialshad fottnd that about.
88 percent of the people who had
AIDS were found to have the
hepatitis B antibody. Therefore,
rejectingblood of donors who tested
positive for the antibody would
significantly reduce the risk of the
AIDS virus entering the blood

pooling up to 20,000 donsations of supply, Francissaid.

blood ' plasma. . Because of the %Xbmda}?mbuﬁed theidea.
pooling process, a single biood In May 1983, the FDA denied an
donation infected with a virus could application by a firm that sought to
infect many hemophiliacs use the test for the hepatitis

antibody. There was an “absence of
some data jindicsting mcrea;ed
mfety,” the agency told thefirmina
Latéie
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Dr. Dennis Donohue, director of
‘the FDA's blood and blood products |
division from 1980 to 1885, said the
"hepatitis test proposed by Francis
and . others was  “absolute '
-nonsense.” - o

Donohue said the fact that the
people with AIDS had had hepatitis

Bdid not prove much. Many of them
would also have tested positive for )
other conditions, hesaid.

*“It’s just:not scientifically, suffi- |
ciently sound that one could apply
that to the entire blood supply of
this country,” Donohue said,

Donohue knew the needs: of the
blood banks. He established a blood
bank in Seattle in 1972 and ran jt
until he joiried the FDA. :

Evatt, "however; said. Donohue's
objections were 4 “smoke screen.”
Using the ‘hepatitis B test would
have prevented infeetions with beth’
the AIDS and hepatitis viruses, he
said. “Donohueis wrong."

Evatt said the test would have
forced blood banks to reject about 7
‘percent of 'their donors — the |
source of the blood banks' ‘most
important raw material as weill as
theirincome, -~ ’
“The attitude of many blood
ankers was that these - people
would have died anyway if they
didn't get a (ransh usion, so it didn’t
mg(t,ter if they got hepatitis,” Evatt |

said. a .
" In fact, the ‘hepatitis B antibody
- test should have been mandated by
-the FDA Years ‘earliér to prevent
hepatitisinfeetion; Evatt said. ‘

At the time 16 test for the
hepatitis B antibody had passed the
FDA's rigorous. approval regimen,
80 no test was legally available,
.Donochuesaid. . '

Evatt dismissed that -objection,
saying that one company - had'

developed a test and jt could have
beenbrought online very quickly.”

The FDA finally recommended
the antibody test in 1991 — for use
against hepatitis, notAiIDS.

In 1884, HIV was discovered, and-
in 1985, 2 test to detect the virus was
developed and put inuse, )

Ultimately, by _about  the

beginning of 1987, up to 10,000
. hemophiliacs had become infected

with HIV, the CDCestimates,
Evatt said it is-unclear how many

hemophiliac AIDS ecases would have
‘been preventéd if the FDA in-

January 1983 had banned the high-

‘Tisk ‘groups—peoplée who tested
positive for the hepatitis antibody,
, gaysand‘drug-users—[rdm donating

bloed. . T B
But sueh ‘a’ ban ‘would “have

addresstheAIDSthreatsoDonohue
could use thé information to stave
off  efforts to regulate  the
companies. o ‘

Donohue recommended that
Cutter consider not. using  blood

collected in prisons to make its

Factor VIII products, the memo

‘said.

“Donohue requeésted that we send
him some official notification of our
plans so that he could use this as am-
munition that voluntary efforts of
the industry precluded the need for

amé further regulation...” the memo
said. '

Donohue and the FDA refused to
commentonthememo..

T

prevented more than half of the -

estimated 1,700 AIDS cases caused

by blood transfusions from 1983 :

through 1885, Evatt said,

One industry document suggests

Donohue worked with the blood -

productsindnstrj'to,helpitstaveoﬂ‘
newregulationsby the FDA. )
The document jis. an internal

memo, dated Dee, 12, 1982, and

written by an official of Cutter
Biologicals, a division of Miles Inc.,
one of the major U.S, makers of
Factor VIIL The memo was released

"during a court trial of a lawsuit filed
- bya hetnophi lacagainst Cutter.

In the. memo, Cutter officia) S.J.

~Ojala said Donohue requested
information about Cutter's plans to-
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: ing Aamophx la IS
.put on the market b_y Baxter Laboratofies. Dr

* “Edward Shanbiom, a Baxfer efiployée, d1rec19d

. ~tha Tesearch team that developed the- product, -

.. which is made by pooling up'to 20,000 donatlons
“of plasma

- Shanbrom Tesigns from Baxter after .-
dlsagraements with the mmpany ovértis caII for
-furthar research on Virises in’ Factor Vili and
zpther bbod products, Shanbrom sa

Hapatms stiikes hemophahacs and .
5 heanh mdustry workers. The diseasa is the
“gacond leading killer of hemophiliacs at the' end
“ofthe decade, accoiding to the National Hem
ph:ha Foundahon

Shanbrom bégins offering a process for'
kllhng viruses in Factor VIl to Baxter, other = ..

. Factor Vill manutacturérs, the Red Cross and
. others, Shanbrom claims. His process uses
ﬁoierg ents.to kil vuruses None of the ﬁrms adopt
“his process. - - :

Oct/§; 1980 --Shanbrom fites paten: applx:a-
- tonfor his process. .. . .. .

-——The u.s. Oamers for D:sease
Control {CDC) issvas’its firs! pablic’ Teporiohthe :
" ‘syndrome that is stnkmg pay men, glving them
-unusual forms of cancar and pneumoma

1

patent for's procass using datergent and solvent
o kill the AIDS Virps in'blood. The process'is soon
iCanised § 10 Fador Vlll manufaclurars(_ -

cénter's Tight fc proces whlch )] has hcensed
o Factor, Villn mak IS d 3h, d,

}..

‘prevent hepatitis infection;, not a3 ‘means of
prevemmg A!DS tm’ed:on

rses: documants d Conters tors for Dissase o
Lontrol, Food and Drug Administration and Us.:
N Paleni Oﬁloe news awounts mterviews

-y .
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