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RERIES 200154R

THRECTIVE 2001 200EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
) of 4 April 2001

on the approximation of the kiws, regulations and adminisuative provisions of the Member States
reliting o the mnplemenction of "oml clinical practice i dhe conducr of clinical oials on
mcdmmd pmdmn tor homan use

TOT FUROPEAN PARIIAMENT AND THE COUNCIL OF THE 13 Persons who are ncapable o giving weea conse
PRGIPRAN e, chinwcal wials should be piven special protecuon.
incumbent on the Member States w lay down rules w
this eftect Such persans may not be nciuded o dmu Rt
Huving  regard o the Treaty st [mhzm, r.hc European trials i Lhe same results can be ubmmd usi
{ommunite and i ' : B
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Having regard o the 8
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Committee ¢ @Pﬂ%aékhﬂlt

Having regard 1w the
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Whereas :
trials zeqmred lor dhis ourpusc should be carricd v
under conditons atfording the best pussible prowcton
Couneel Dieective o365 EEC of 20 January 1905 on the tor the subjects. Criteria tor the proetn ol ”‘u[duu 0
approximiton ol provsions aid gown by olaw, regula- clinical wials therelore need o be lad dowm,

ton or administeatve weeon relating w medicinal prod-

ucts i reguires thae applications tor authonsation o

place o medicnal product on the marker should be




safeguarding clinical trials

Efforis are undderway (o modernize clinical trial standards and normalize regulations to facilitate international
collaboration. But as ihe European Union's Clinical Trials Directive shows. a one-size-fits-all regulatory strategy may
be easier to conceive than o implement.
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The chemotherapy drug doxorubicin nas been
W B troedtd sutt-lissue caneers i childeen tor
ppers than 20vears, bt dectors Jontkeow Ure
st elTolive davse. ineniects with
ceher drgs.,

I 2003, Lurapaan besaachers setout o nd
Sy faree, mult-center o,
foweer Lran hall of the o
partcipants needed e been recraited. Omnty
Zonthe Teoomuneries oreinath imvalvad—Italy
wmkd Frapce—bevan oa ume. Denmark has
aisd Podand, austria, 3
Frerminy —uUe bast anpected o provede 250 ol
sty s tis—dropped oat Tral coordinators
stvefed plang e analvre data part way through
vty Vhe erad s 200 end date s likelv o be
peorfrodd Bk b ot foast Do vears,

Solonbeas sas the study s
falest victsm o the Clineal
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Tavay vears on,

Vel b s sweden and

mvrely the
Trials Phrective.

Nature Medicine Feb, 2007 _

Tied up in red tape, European trials

for the Researcy and
freatment of Cancer
estiznates that expeises
have  risen
and savs the numnber
al triaks il suppaarts
has dropped by i
The Save Luropean
Research  campaizn,
which reprosents nwore

RSN

than 3,000 scicntsts,
siveadademic drug
trils  have dropped

B T breland and
236 in Sweden. The
number of  Finnish
acadeniee drug triaks
shrunk tw 730,

Bevuuse the directive is techaically not law,
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TRIAL AND ERROR
The European Ciinical Trials Direciive has created
atic aightm and ts shutting down

triats. Since the directive’s (aunch:

Increase in the cost of academic o,
200%

A

75%

cancer riais in the UK

Orop in academic drug trials in

Finfand

Drop in academic trial submissicns o

in ireland > 70%
85%

New trials supported in 2004 b

the group it y 1 9

MNew trials supported iy 2005 b

the group i ¥ 7

Sources: Cancer Rasearch UK: St Med 7 EORTC L
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