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Nov should the Departaent respend to the dezand Lrpm the Pasteur
Institute that the royilties received by the Past Institute
and MNS under the 1337 Settlament Agreshent be remllocated to
give Pastauy a greater share (HX3 and Pesteur ourTmntly receive
agual shares) both ratroactively and prospsstivel

AR

rranch and Amarican Anterssts, After several years of public
diwputes and 1stig:tion over their relative contributions to

the discovery of the onuss cf AIDS and ths dsvelopuent of &
successtul test kit to detect the pressnas of AIDE in bhlood,
deoided that the intsrssts of scisnce and public Health would
best ba served by the resolution of the contiict.| Therefors, in
1987 1 comprehensive gettlament agreensnt vas entered into whioh
purported to resolve not only the issus of discovery of the cause
of AID8, but also the inventorship of the diagnos§ic test kit and
the related patent rights. Ths Ssttlesent Agre t addrassed
all dinpntonzroandtgg.;utnnt rights, as wall an gllegad tortious
stnnggroprintton by of a speaimen of AV vhaiok had been
provided by Pasteur for roootrchnsurpooou, gave the ¥N3 and
Pasteur inventors egqusl credit & oint ownership of all
inventions, and provided for the allocation of royaitisea.
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The Agreament wstablishad a research foundation, the French and
Americon AIDS Foundation (FAAF), %o which Pasteur and MHS would
contribute 80 percent pf the royaities thay rsceive from
liconsing the patents.' Tns FAA? (s naraged and directed through
an elght membar Board of Trustess with squal represantation from
Fasteur and MMS. The Ganeral Coursel, Assistant Secretary for
Health, Director, WIH, and Dr. Galle are the MHS8 trustees.

The Foundation uses the ra!tltlt; to pronote international
dooperaticn and collaborstion in sofentific ressarch into AIDS
and othier huaan diseames caussd Ly vetroviruses. Pursuant to a
resclution of the Board of the rFoundation dated Decenber 4,
1987, Pasteur and HHS each are awarded 37.8 percent of all

funds rocaivod}bg the Foundation, and the World AIDS Foundation
(WAP) racsives the remainder of such funds, less JAAF's
Adninistrative expenses, for subseguent distributien as grants
to support intarnational scientific research on AIDS. The
Department has paid mors than $20 millien te FAAF over tha paat
£ive years,

The dispute ovar patent rights was revived when allegations of
solentific misconduot in the research underl ing aoms of the
patent applications vere made against Dr. ealilo and nis
colleague, Dr. Popovic in 1989. 1In addition, as the capanility
to idnnti:{ these retzroviruses has improved, it has become
increasingly apparsnt that ths virus jsed in the U.S.- Patent

vas ths virus supplisd by the rrench. rinally, in & lettar
appsaring 4in the May 30, 1991 issue of , Dr. Gallo
acknowladged that it was likely that the virus he had designated
HTLV=-II1B was a virus hs had received from the Prench
(cteachncntﬁ. This virus was used in developing the patented
blood test kit, Yocusing principally on Or. Glglo‘t
acknowledgenent and the *non-commercial usa" usa agreenent that
the Sallo lnborator{ exacuted ln September 196) upon receipt of
the Pasteur virus, the rrench are now suggesting that thers
should at least Be a rasdjustment in the distribution of the
royalties. Specifically, thsy propose that tha royaltiaes
received from FAAF be reallocated in faver of Pasteur, both
prospectivaly and ratroactively, but they have not yot formally
suggested a specific dollar or percentage figure. Pasteur
sugyests this could be Gons by a vote of the Franch and American
trustess of the foundation, which would rsquira at least one His

' Pasteur and MHS retaln the first twanty paxoent of the
royalties they rsceive. The royalties raceived Y Dr. Gallo and
thé sther Govéernment inventers (equal to the statutory cap of
$100,000 ;cruﬁ::lon. Per Year) are paid from the twenty percent
retained by .

! there vas apparently an exrror by the Pastwur Institute in
dentityinq the source of this virus. That patter is discuseed
nore fully later in the text. :
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trustes to vate for the rsallocation, assuning the pasteur
trustess votae unanimously for it. Wnile this suggastion {s not
totally fres tron 1sgal doubt, it is likely that moet of what i
sugqeatsd can bHe accomplished by & vots of the trustees of the
Foundation without Ahendzent of the Sattlument Agresnent,

There are & nusber of factors to ba considered in reacting to the
French proposal,

‘- Tha AssSlement Agrasment

The Settlenent tqteomont is a formidsnie legal cbstacle for tha
French to overceme. Tne issues they reis: now Nere asserted hy
thex pricr to settlement and Presurably vere taken inte account
in the terma et tns Agresment. The myjor change is that

Dx. Galle now has statagd that the Prench vare probably correct
in asserting that KTLV-I1I3 is a virus sent €0 Dr, Galio'y
lsboratory bg Pasteur. Dr. Gallo's attorney {neists that the
saxple sent by Pastaur was contaninated by another virus in
Pasteur's laboratory and :ubacquunt}y that virus contaminated
cultures in Dr. Gallo's laboratory.'” ong attorneys for the
Pasteur Instituts reco ize the legal implications of whe
Settlezant Agrsexant, but supnasize the equities, and contend
that the U.8. Government has cbligations axcasding those or
private partiss, which Should preclude the U.s, frem hiding
behind legalities in the face of the olear squities.

Atae

Reallocation in this ZANNSr would not afregt royalcy
Payments to Dr., galio and the otnsy Sovernmsnt inventors, because
those faynlnts axe made from the tvnnt¥ zarcant (20%) o

@3 that are retainsd By MHS, not the ®ighty percent (sos)
of the royslties Patd so raar,

* It has been dlleged that br. gallo knowingiy
Bisappropriated the Franch virus. Tests of virus samples fronm
Or. Galic's labor tory done as PaArt of the investigation By the
Ottice of solenty ic Intagrity (08I) establish con sxination, byt
are inconciusive 88 to whather the contasinacien Vas acoidental
or dellberats. the os: TUPOrt of its investigation is being
revievad by tha PHB Office of Soienciszio Integricy Review (OBIR) .
It is anticipated that the report will be submitteq to Dr. Mason
for final sctiop Y the first week in June, unless 08IR
deternmines that further factetinding is NeCeESATY or that the

t;oto lead to a canclusion Aiffarent fror that reached by the
NiXA,
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In Septembex 1983, when the Gallo laboratory recseived the
requested material from Pasteur, it executed a document pursuant
t0 which it committed itwelf not to use the vizus identified as
LAVel for ¢ rciel purposes. -t now seems clear that the
isclata which the Prench sant had slzeady reen contaminated by a
different straln of ths virus. Acocordingly, their (dentification
of the virus contained in the isolate vas cilo mistaken, The
same viyus apparently contaminated isclates in the Gallo .
laboxatory 8o that tha virus used by the Gallo laboratory in the
development and eventual pa:nnting of the diagnostic test kit
apparently was a virus contained In the sample sent by the
rranch. The fact that the Prench misladeled the virus as LAV-l,
while parhaps providing a technical response, does not sasm to be
a substantial defense. Thus, it appears Dr. Gallo inadvertently
usad the Pasteur virus for & commercial purpose; something that
he sald he would not do. Naverthelass, as noted above, the
Tranch claims ware acknovwledged in the subesguent Settlement
Afreensnt and presumably teken into account in the give-and=take
he Settlament Agresment.

3 . “ 1}

The French, in their recent reguest fOr the reallocation of the
roysalties, refer to Dr. Gallo's rols as being limited to the
"rediscovery" of the AIDS-causing virus that had alxeady bean
discovered by French. fThis asweztion has merit if cne focuses on
the narrow Lssue of who first detectsd the particular virus that
was subsequently shown to be the causs of AIDS. Nowever, as

Xou know, “discovery" of the cause of AIDS involves more than
solating a virus from the blood of an AIDS vietim.’

For example, the ability t¢ reproduce the retrovirus in quantity
way a diffipult and noco::a:y prelude to establishing the cause
of AIDS. (Cercainly, the Gallo laboratory played a crucial role
in {dentifying a cell line which permitted the reproduction of
the virus in adequate quantities. Thus, the issue of “discovery"
is not such a simple one. Although this Lesue has no direct
bearing on whether the U,S. viclated the “nonecommarcial use’
comnitaent, the matter deservas comment becauss the French raise
cthelr claims in this context,

' In fact, the 081 raport concludes thit the Gallo
laboratory had a number of its own retrovirus isolates at the
time it was working with the French retrovirus, It is not clear,
lowaver, whether those Leolates were "useable" oxr as ‘useable" as
the French retrovirus.



At she prasent ﬁimn, thera aze four inquiries into matters
relating to the dispute with the French, as follovs.

(a) +  This investigation of alleged
nisconduet in science on the part of Dr. Gallo and Dr. Mikulas
Popovic is nearing conpletion. The report of the office of
Solentific Integrity has been forvarded to the PHS Office of :
Solentific Integrity Revisw sna vill subssguently be forwarded to
the Aswistant Secratary for Hesith for final sotion. This
investigation ls limited to the validity of scientific papars on
the expsrizents underiying the patented inventions that vere
published by bré Gallo and his colleagues in the journal

in 1984, BSome of the stataments made in the papers ware repesated
in the patent applications and thum it is possible, albeit
uniikely based on the gruliminary {nformatien available to us,
that the findings of the inveatigation might affect the validity
of the patents. The O8I report does conclude that Dr. Galis used
a Pasteur virus to develop his hlood test, but found no avidencs
of intentional nisappropriation of the virus by Dr. Gallo.
However, it has been reported in the Dedis that a group of
solentific consultants from the Natienal Academy of Scisncas, who
advised NIH on ths investigation, has criticised ths NIN rsport
of the investigation tor tailinz to hold Dr. Gallo rvesponsible
for his fallure to acknowledge in the fqignca papers that he had
grown the Pasteur virus in his laborasory.

(b) an_zgxllhinnsssn. The 0IC is investigasing
allegations that Dr. GAll¢ mada false atatemsnta in a declaration

£i1ed in 198¢ in the patent interference proceeding with Fasteur.
This investigation also encompasses charges that Department
snployses covered up and aisrepressntad tha facts regardin

Br. dallo's rescaxch on the AIDS blood test in order to gain
advantage over Pastsur and Tetain royalties and oredit fror the
Departrent.,

iﬂ) . The Subconmmittae on
Oversight and Investigationa of the Houss Committes on Rnergy and
Comnerce is aleo investigating tne alleged ocover up of the facts

relating to Dr. Gallo's remearch on the AIDS blood test.

(4) nn;.;&:rz;;gngmggnn‘;g. Under an onieinq contract for
patent legal ssrviocas, outside patant counsel is reviewing the
validity of the Gallo patents relating to the AIDS blood test.
They aze ?thie larly reviewing the question of whecher
Or. Gallo's recent acknowledganent in NASNIR &8 to the origin of

the virus would have any legal implications r*agarding the
validity of cthe patent,
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Although thase investigations may gsnerats information whieh
could influence our decision, the Fzench assart that Dr. Gallo's
statenent in is tantemount to & recognition that the U.4,
violated its commitment not ts make commercial use of the Franch
virus, sufficient to justify their receipt ¢f a greater shars of
the Toyalties, and thox are awaiting our rasponse. The following
options are available.

A. Give tha Frenca an increased percentags of the
royalties allocated by the Foundation in the futyre and rastors
to than a significant part of the zoyaltiss we have recsived to
date from the Foundation. Our paymants to the Franch could
axceed $20 aillion,

441 1

« We probably have violated our noncommercialization
commitment, albeit seemingly inadvertantly.

¢ Wa could must this demand with ra-gno: to

future payments without any specis
Appropriations or revisions of the settlenment
Agreenenc,

« Refusal to make a substantial concession to
the French might appear as Vstone-walling.*®

sanal
+  Tha Freanch have not yet made a demand for a
specitic percantage of ths royalties or a
dollar amount.

. Restoration Of past payments would probably require
. ug:cial loqingntivc tgpro{rinticn which
vould have to be justified to Congress.

« W6 have already settled this matter once and should
not have to pay again.

«  This night be parcsived as rapudiating the signiticant
contributions made by the NIX and CDC in this area.

B. Agrae to reallocats future paymants only. All or some
%::;o; amount of future paysents oould be reallacated te the
oh.

Proat

) 8aze am for A, adove.

' ZInasmuch as the Departmant of Justice clearsd the
Ssttlenent Agresnent, we would seek their mdvice on the legal
effect of the various options.
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. Buzo &8 thoss in A abova, but it would not vequire
& special appropriation.

¢,  Rejact the rtonch'propooal.

Bxams

« The Department should protect its pstent righta and
{ts researchers, bacauss thers has not baen any
showing of an intentional violation of the
nohcomemercialization agreement.

/

aned bescause ths rrench have asassrted
2ronm the boginninq 9f the diaputs that
violation of the noncommercislization
agresnent vas a probability and they declded
€o acoept the Settlement instead of
attenpting to prove that fact in Court.

' Tnt Gettlerant Agresment should not, in affect, be
reop

+ The Bettlenant Agreement alrsady favors the
French disproportionately, becauss the Departmant ‘s
test kit contributes a much larger amsunt to the
Foundation than doas the French test kit,

' A distinction should be drawn batween Dr: Gallo's
behavior and the legitimate legal and
property rights of the U.S.

consi

+ The French might initiate lagal actien sssarting that
the Sattlement Agresment was frauvdulant.

+ Bclentific and other relations with the French
govasnment might be adverssly affected.

' rhx Dofartmcnt night pe perceived as stonewalling or
otherwlss covering up for the behaviar of its
enployees.

D. Delay an{ decision until the variocus outstending
revieve area completad.
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*

This option weuld ensurs all Zacts are known before a
deolsion is wade. It would provide time £0r reasoned
deaision-naking. for sxample, ths conclusien from
outsl atent counsel as validity of our
patant, in light of Oz, Galle's recent acknowiedgement,
oould significantly affect eur deliberations.

We vill feoe pressuze from the french for a prompt
resolution.

This could ba vieved as further evidenoa of
stonevalling.

Subnit the matter to a nsutzal body, with sppropriate

oxpertise, for a non=binding recommandation.

Rasiaion

option Seleated:

Dates

This wveuld desmonstrete our comaitment to resolving the
matter fairly.

It might be difficult to aveid follewing the
reo ndacion and the recommendation osuld be adverse
to the Departasnt, ’

Ie ntqt: be difficult to select an axpert, obicottvc
panel that will be acceptable to the various intersets.

Nichael J. Auruo/%

u . . u V.ﬂ, L] .
facratary, YHS ’



