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retrovirus inactivation in Koate®

On May 9, 1984, a press release was issued by the University of
California San Francisco relating to the finding of a >. N .
retrovirus, lymphadencpathy-associated virus (LAV)*, hav1ng a
major role in AIDS and to the fate of a mcuse retrovirus exposed
to our process for the manufacture of Kcated®. .

Thesa studies were under the direction of Jay Levy, H.D., UCS:
Associate Prcfessor of Medicine, and an investigator in the
Cancer Research Institute. Dr. Levy reported these results in-
Toronto at a joint meeting of the American Scciety of Clinical
Oncology and the American Association for Cancer Research.  The
studies with Koate were carried out in collaboration with
researchers at Cutter namely, Dr. George Mitra, Mel Wong, and -

Dr. Milt Mozen and were designed to determine whether tbe
retrovirus could survive the conditions used for preparing . -
Koate®., The experiments were carried out by spiking human plasma
with a mouse xenotrooic type C retrovirus resembling LAV and . .

then fractionating the plasma to Koate® and determining “where

the retrovirus migrated during fractionation and how much -
survived at each purificatiom step. Additionally, the
retrovirug was acdded at the final step 9f Koatg&_gg;ii;g;;igg_
and its inactivation determined at varjous time peint gu;;ng

Cutter's heating process of 68°C for 72 hours.

The results of these studies showed that fractionation wlthout
the heat treatment step caused only a small amount of retrov;;g_
actxvz;y less. This find;ng differs from the widely held - .-
opinion that a retrovirus could not survive such & process. : -
However, when Koate® containing retrovirus particles was
subjected to Cutter's heating process, no retrovirus were
detected after 72 hours, Bcwever, retrovirus were still e
ma2asurable at 48 hours. L ST

We balieve these findings are very significant. Pirsf,'beﬂause.

‘they shcw that a retrovirus similar to LAV is more hearty than

prev;cualy thought. Second, that the heat regimen adopted by
Cutter i3 effective in totally inactivating this retrovirus.. It..~
is importan to note that in this study only Cutter's heatiﬁg D
conditions were te3tad, and it cannot ke assumed that the - &
heating conditions of all manufactursrs would be similarly ™
effective in eliminating retroviruses. Dr. Levy wzll soon be~"
publxshlng these results. . . h.~“‘4-_’

%1AV i3 bzlisved by soms investigators to be identical to thq_'f
recantly & ibe V—III. : el
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UC~SAN FRANCISCO STUDIES CONFTIRM FRENCH FINDING OF RETROVIRUS IN AIDS
AND DEMONSTRATZ A RETROVIRUS COULD BE PASSED THRCUGH BLCCD CLOTTING FACTOR

-

TORONTD == A UC~-San Pranc‘sco vizclogist today raported results of two studies ;
that aéd further support to the theory tha* a retrovirus plays a majoz rolz in
acguired immune deficzency syndrcoe. _.

A study by Jay Levy, MD, UCST associ.te profasser of medicine nndban
investigator in the Cancex Reszazch Insti:ute, confirms findings by French
scientists that a rerrovirus =- lymphaden~pathy associated virus (ILAV) - ecould
be the primary cause of AIDS. So far, Lev: has found evide;ca of 1AV or a_fw',
LAv-like agent in blocd cells of 28 of 50 1ICS patients in San Francisco. Iﬂ
three of the 28, Levy's labecratory has direct proof of the gsinilarity to LAv.

The study was rsported here today at a joint meeting of the American .
Society of Clinical Oncolcgy and the Aﬁe&ican Asscciatieon for Cancer Research.

Last year, rasearchezs (F. Barze~Sincussi, L. Montagniar, J.C. Chercann) qt.
ths Pasteur Institute in Paris dilccverld LAV 4in bleed of AIDS and pra-AIDs
patients in Franca. The suspected virus grows preferant ially in certain ;
lyzphocytes (whitas blecod calls), vhich'bcccma damaged ox dim#nizhed in AIDS
patients. The lcss of these calls appear3 to be responsible for their lniﬁili;y.
to f£ight off opco-*unist‘c infacticns and cancar. Lavy's :esea:ch groﬁp téﬁnd a
rastroviral enzymas and protains in white blood cells, as well as antibodies to '
1AV, which indicate infection, in over 5C pezcent of the patients studied.
Evidanca of the virus was not datacisd in any of 21 hezalthy controls.  For the
study, levy used reagents::uppliad by the Pastaur Instituts ressearchers to '

smparse hié is0latas with theirs. Elesctron micregraphs also have ccn.;vzed the . ,
N

sinilarities, Lavy raportad. B SN
Ths ralat ionship of the UCSF LAV-likﬂ agent and LAV to the HILV-III

ratzovirus, racantly described by Robert Gallo of ths Nationmal Cance- Instituts,

3 not yat known, says lavy. Recant raports, hewever, indicats strong
T (zora) ‘
messangerad and transaittad: 5/3/34 ' ’ 03:08:48
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“LycsF Studies on Retrovirus in AIDS =—— Page 2

!iﬂéléiégésg_ggggggg_gay_ggg_gzzl:ggg. Althcugh they are major steps in AIDS
zgsearch,{?evy cayticned that these new findings do nct yet establish absolute
prooct thaé either virus cr a similar one:is the cause of AIDS. He is conducting
cxperimenﬁs, infeéting animals with the UCST isolates, in an attempt to ’
determine whether or not they are respons:ble for AIDS.

In a separate presentation at the ASCO and AACR meetings, Levy today
reported results showing retroviruses can survive procsdures previcusly used to .
produce the clotting factor (Factor VIII) used by heamophiliacs. Llevy, working
with researchers frcm Cutter laboratorlies in Berkeley (Milton M. Mczen, PhD, and
George Mitra, PhD), testzad the stability of a Eggégrrat:cv{;uz, zesembling v,
through the clotzing factor production procass. The procass did égﬁ - T
substantially inactivats the retrovirus, levy reported. T
N This is countaz to previous belisfs that a retrovirus cguld not surviva

such a process, and the study pessibly explains why scme 30 hemophiliacs in the
United Statss hava developed AIDS. The fartcr, used by hemcphiliacs to prevent
uncontczollable bleeding, i3 usually preparsd from bleod contzibuted by thdu;anés
of donozrs. The study by Levy and his cowor.isrs did in@icaie that the hea;iné
procedure used now by Cutter eliminatss thre retrovirus effectively. :
The process is ncow S?ing usad by maufacturers of Factor VIII to further '
miniaizs the chancea of hemophiliacs contracting AIDS, says lavy. B
Taken tcgether, Levy's studies --.1ndicating presence of LAV or a LAV-li*e

’

agent in the blced ©f AIDS patients in San Francisco and demonstraticn that
ratzovirus can be transmittad in blcod clotiing factors -- lend further sup;o-t
to the theery that a retrovirus is involved in AIDS. <
levy's ressarch i3 suprortad by grants from the state of California lnd the
National Institutes of Haalth. BEis UCST re2search team includes Susan’ x:ame:,'
PhD, Lyndea Cshiro, PhD, Anthony Hoffman, Jill rLandis and Jenl Shimabuko:§;'}'< :
fis" ’
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UCSF scientists identify AIDS virus

By Richard F. Horrle .
Ensminer sclence writer

For twa Tirst time, sclantists of the
University of Californla st San Fran-
thco have Menlified among locst'
AIDS patients & vine swpected of
causing the dueare,

The virus is ideaticsl to one calied
LAYV, first holated ot the Pasteus innth
tute in Parts, and probably the ssme
virus identifisd by scientbis ol the
Natlonal Cancer Institute, sald Dy, Jay
A Levy, whase virolegy lab made the
discovery,

In a sepsrate Mudy, Levy ake
found (that & stmilar “retrevirus® sur
vived an old process that had been
used 1o produce from human blood &
clotting lactor (oe hemophifiacy, but s
Sitted by recemtly adopied hest treat.
menl. These [indings are good sews o
hemephitiacs concesned sbowt the
clotiing factor Lhey aow seceive, while,

explaining why batches produced ear
Mer coused AIDS In & few cascs.
Levy I to make bolh anacunce
ments odsy M & jolt theeting of the
American Soclety of Ginical Onoslogy

syndrome

gered by a petrovirus that eripples the
immune systom aad can be Lrsnsmit-
ted In blood.

Levy sampled §0 AIDS pelleats n
San Prancisco and found evidenca of
the virus i 28 He sald one reason the
virus was pol found in 300 percent of
e sampies may be becase the dis-
ease kitled sl the infected blood celle
before samples were laken. -

“The other explanation s this b not
8 wniversal virws found ja AIDS pe-

© directly,

Uents,” Levy sald, bunt snather “oppoce
tunistic infection.” Despite opthnistic
repors from (de Natlonal Cancer In-
stitute, thers is no definitive evidence
that the AIDS visus has beem positive
ly idenilfied, he sald.

The virus Levy bsolsied ks identical

%0 the French virus, called LAV, A8

agent and HTLVA1l — the US. cances

institules prime sspect — the two
organsme have yet 10 bs compared
Levy sald.

In his second study, Levy bolated a
mouse tetrovirun that s similar 40 but
distinct from the AIDS suspect and

*subjocted R 10 acid baths, crystaltta-

uoa snd other patented lechniqum
used in procesmsing bicod to produce

the clotting Tactor for hemophillace,
Tha results showed thetl a retrovi

.gus could guevive thess rigom, but thet

the virus was killed by a heatircatl.

ment process pow used by Cutier Lab

oratories, ‘which massproduces clot-

Ung lactor,

Clotiing (actor, which & wused to
uuconuollod bleeding in be
mophlha. has boen singled out o8
sesponsibie for sbout 30 AIDS cases
among hemophliliaca.

More Lhaa 4,100 cases of AIDS have
been repocted In the Unlted States,
peimarily among sexuslly active goy
men. Az of May 4 513 cases have been

muuumhmmm
108 deaths.

bolation of the suspected AIDS vi
s, if confirmed, could lead to a wide.
ly avallable diagnastic test for the allk-
ment iy six months, and a vaccine for
the disease in (wo of thres yoan, fad-
eral sclentisis predicL
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