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The scandal of the VIOXX

slllustrates the inefficiency’ of the current
procedures, or market approval

EDA ©smerek m 19992004 Vioxx gave 2,3llions$
benefiteveryyear

s DoctorD.Grahaml7/11/2005« a
realisticandlikely range ofestimates
fior thenumberof victims in the US
washetweem8,000 and 139,000. Oj
these 30-40 percenpronablydied >
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Trnals data are the exclusive
pPreperty of the lalkoeratoeny.

s WhHIch can decide the scheme of the. trial,

[he end point,
[he type of analysis

To publishior not, or partially

Can alter data, Include ghost patients or
exclude some patients with complications

= Without any iIndependent control




All trirals: shouldibe puklished

= Many results are neverpublished, especially,
whenclinical trials' show that a drug or
treatment didn't work or have unexpected
loxicity. So themedical community. remains

N the dark over what waslearned.

s « lessthan 1.in 5 Cancer Trials Are
Published. »«In trials sponsoredby.

Industry, the rate wasevenlower: Just 1 In

201s published.. »
Ramsey In the onologist 2008




Fhenvestigators O patd

= [he Investigatoers are motivated (ﬂa
high fees which often distort thei ‘{.f}
conclusions [l

s 8th april 2008, Kassirer in lkos 5

Angeles Times published Tainted
Medicine showing the importanc
of conflicts in Financial interest

m « can we trust in medical

research? » Demonstrate that my
drug is effcient and
you receive 200,000%




And fer whistie bIewers Investigators

En avril 1993, lcdocteur Nancyolivien, de I'Hopital des
enfants malades de Toronto, signe avec la seApuEx
Researchine. un protocole de recherche sur une nouvelle
molecule, ladefériprone Deux ans apres le debut des essais
therapeutigues et la publication de premiers ratult
encourageants, €elle suspecte ce medicament d'aydeafibrose

Elle decide alors de faire signer a
ses patients une nouvelle lettre d
consentement,. Aussitot, le
laboratoire met fin-au contrat
(sans annuler les recherches en
cours dans d’autres hopitaux) et
menace le medecin de poursuites
Si elle enfreint la clause de
confidentialite. Ignerant les
pressions, au'nom de son devoir

ses résultats lors d’un collogue..; (éthique) est placée trés haut. Et plus

moven de se barrer...




B4

Levez la main si vous
avez un conflit
d’'intérét d'ordre
financier avec cette

_ prise de décision !

é No experts of the
_' committees of MA
é are independent

from flrms

J..




This situation Is the result

m Of the faith that medical research “would be
motivated only by interest of the patients or
sclence” .

‘today profits are tomorrew medicines"
assertions denied by objective analydise
profits of firms especially served for increasing
dividends while credits allocated to research
and number of real new. medicines decreased




MA'IS a Judgment on the harmlessness
andithe efficiency of the product.

s But If democratic justice
bases on

= the contradictoryand

= public examination: of all
the elements of proof




Propesitions for transparency.

n | e clinical trials intended to support
a file of MA have to recover from a
particular legal regime torhave
convincing value




A NEew iegime off property.

s [REIr regime of property will be
the one of a shared cmwnership
enter

s he laboeratory whichi finances,
s he patients who take the risk and

s the State or the welfare organization
which will pay the future medicine




Authentic data

m he medical data ofi the trials have to be
authentified

s With aregistration ofimain data at the

health Autority. every year(as we do for
commercial firms)

s and to be published withdependent
[ewieverseven In case of interruption of
the trial.




Recommandations ¢

Iransparencinternational
Base de donnees publigues sur'les essais cliniguess:
des medicaments

Publications des eventuels conflits d’interéts

Code de conduite : Un Code de Deontologie pour
les professionnels de santé, les administrations

sante, les organes de controle; integrant des
sanctions.

= Code de conduite pour les industries
pharmaceutigues et de DM pour ne pas Verser
des potsde-vin.

= Implication et role de surveillance de la societe
Civile
= Protection des denonciateurs




