The Minist
Bruneo DURIEUX —>

8 av Segu

15350 PAR]S CEDX 07

Paris, Juf

Dear Minister,

You asked me In a letter dated Apri! 8 for a scid
experiments on humans In active immunotherapy ang
carrled out at SaintAntoine., This opinlon would

1 - The sclentific value of this
of pursuing them.

er of Health

e b,
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ntiflc opinlon on the

particuiarly thouge

acldregs:

type of experlmqnts and the Importance

2 - If yes, the c¢onditlons under which they shoulld be pursued.

Without taking up again an Inqulry whleh had alr
cagse, [ have limited myself to the scientlfic as
to the conditlons under which therapeutic tests

endeavored thus to gather together the avallable
to the varlous scientists and doctors who have ¢
of this type In Prance, and to consult undispute
vaccinal virology and therapeutic tests of SIDA.
consulted several times the sclientific Advisor In
tests at ] “ANRS, under the pregidency of Profess

Q

Please find attached a detalled note. 1 regret |
problem was complex and |t geemed to me necessary
you all of the elements of information. You will
annexes glving you certalin necessary technical! In

1 am avajlable to you, Monsieur le Ministre, to g
explicatliona, and I beg you to belleve in the exp
conslideration (l.e.,sincerely).
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NOTE CONCERNING ACTIVE IMMUNOTHERAPY IN VIH INFEC]
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The tlrat question concernss the sclentific value of this type of
experiment. ,

Actlve immunotherapy, whlch one must distinguiph from vacclination
destined to protect those who are seronegative from|infection, has as a
therapeutlc goal the relnforcement and reactlvation of antli-viral
defenses, supposing that thelr collapse plays an important role In the
passsage from the asymptomatic state to declared iliness, In the course
of VIH Infectlon., This therapy should, thus, be ap lied principaly to
subjects whose defenses are on the decllne and whosp CD4 cells are In
the process of dimlnishing rapidly. 1ts use at an parller stage would,
in theory, be to stimulate the defenses before they| are too much
altered, but the eventual proof of efficacy would b extremely difficult

to establish and would necessitate very long compar{itive studlies using
hundreds of sublects.

1) - e A - ""' - = .'y - = - -4® - ;.,
To my knowledge lt has never been possible to demorstrate the protectio
of an animal already lnfected by a tlentivirus" or |an other
"retrovirus®, thanks to an active immunotherapy. Ihis, however, does
not prove that such a protectlion is impossible In dhe case of VIH. We
can call upon, moreover, certain arguments agalnst |active lmmunotherapy.,
put thelr real value remalins to be demonstrated. would clte notably:

a) the existence at a relatively early stage ¢9f a spontaneous and
frank reaction, at least as far as certaln killer T cells are concerned,
such that the usefulness of relnforcement can be céntested.

b) in every stage, the possible noxlous effects of the killer T
reactlion, which are probable in certaln cases, outglde even of any
immunotherapy, but whose amplltude is uncertain.

¢) the possible danger to these subJects of ajtransitory

stimulation of the T cells, which can be followed by a greater viral
production. .

-

23 the tests done yp to the RC

Experiments done on humalns are of small numbkr. The best known
are those of J. Salk with an inactlved and incompipte VIH virus, and
those of D, Zagury whlch were carried out in assocliation with elther
French or 2alran c¢linicians. The method used by I, Zagury ls more
complex than that of J. Salk, with notable varlatipns In time. Zagury’s
method uses, among other things, injection of cellls of the patlent
v“gurlnfectees" in vitro to render them “antigeniqudes®. 1 only have

Information about the work done in France and thug can’t take into
account those done ln Zalre.

The American work of J. Salk is the object of conglderable reserve as
to.....(This is the end of the page. Is there a fage missing?)

The second question concerned "the condltlons undgr which these
experiments should be carried out."
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The experiments at Salin
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of the patlent,

"surinfectees" In vitro by
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Intramuscular injectlons when the necroses at the p
were notlced and the vencus injections since Aprll
time those responsible for the tests Judged that th
been responsible for the necroses.
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2) This research must be carrled out under rigo
"that which 18 not seclentlfic, 18 not ethical", acco
of the Natlonal! Commlttee on Ethlcs.

The problem presented here surpasses conslderably th
tests carrled out at Saint-Antoine and Immunotherapy
problem) Jolns the problem presented, in a general w
therapeutlc tests in the area of SIDA. It seems to

all the experts consulted, that the followlng recommg

made ¢
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therapeutlc acclidents observed at Saint-Antolne come| out of tests macde

in this area. In splte of the understandable and al

ways qrowlng

pressure of patlents, the adminlistration called "ccmpasslonnelle" should

be confined to precise cases with:
a) a certain already shown efflcacy,
b) a well defined tox!iclity,
¢) a real Impossiblllity of including the patlen
controled tests, even in very advanced phases of evd

t In rigorously
lution.
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gaciisss_gtﬁgaz_ni_ihg_&gaig; Thls authorlty could-be located at the

Management of Pharmacy and Medlclnes, and protocols
should be submlted to this authority, when such sub
so that the condltions of use could be appralsed.
according to al)l appearances, would have drawn atte
conditions of inactivation of the vacclnal virus In
questlionned testsg.

4> the role of ethical committees, from now on
committees for the protection of atfllicted people o

concerning SIDA

dtances are {nvolved,
Juch an authority,
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replaced by the
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evidently esgential, It may be good to remember, wlih respect to this,

that the requests of J-J. Poclidalo to the natlonal d
D. Zagury and the cliniclangs at Salnt-Antolhe to thg
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local ethical

committee were voluntary and in no way obllgatory. |The situatlion has

been dil fferent slince January of 199t.
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Sclentlfli¢c knowledge, especlally In very special
The multiplication of committees only lncreases
eXpertise 1s not easy to find, One recalls the
sclentifl¢ authorities on vhich the committees

lean, a limited expertjsge not being sufflclent |
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