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Safeguarding clinical trials

Efforts are underway to modernize clinical trial standards and normalize regulations to facilitate international
collaboration. But as the European Union's Clinical Trials Directive shows, a one-size-fits-all regulatory strategy may
be easier to conceive than to implement.
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Tied up in red tape, European trials shut down

The chemotherapy drug doxorubicin has been
used to treat soft-tissue cancers in children for
more than 20 years, but doctors don’t know the
most effective dose, nor how it interacts with
other drugs.

In 2005, European researchers set out to find
these answers in a large, multi-center trial.

Two years on, fewer than half of the 600
participants needed have been recruited. Only
2 of the 16 countries originally involved—Italy
and France—began on time. Denmark has
vet to start, and Poland, Austria, Sweden and
Germany—the last expected to provide 25% of
study subjects—dropped out. Trial coordinators
canceled plans to analyze data part way through
the study. The trial’s 2010 end date is likely to be
pushed back by at least two years.

Scientists say the study is merely the
latest victim of the Clinical Trials Directive,

for the Research and
Treatment of Cancer
estimates that expenses
have risen by B85%
and says the number
of trials it supports
has dropped by 63%.
The Sawve European
Research campaign,
which represents more
than 3,000 scientists,
says academic drug
trials have dropped
by 70% in Ireland and
25% in Sweden. The
number{2f Finnish
academic drug trials
shrunk by 75%.
Because the directive is technically not law,

TRIAL AND ERROR

The European Clinical Trials Directive has created
bureaucratic nightmares and is shutting down
trials. Since the directive’s launch:

Increase in the cost of academic
cancer trials in the UK

Drop in academic drug trials in
Finfand

75%
70%
85%

19

New trials supported in 2005 by 7
the group

Drop in academic trial submissions
in lreland

Increase in the cost of trials
supported by EORTC

Mew trials supported in 2004 by
the group

Sources: Cancer Research UK; Brif. Med. J.; EORTC

“They're getting overwhelmed with the

200%



EU directiveANOI:: 777> R

» 2E224PRICT—RE2—2ElR

- 2E40+PROIRBOSOPZEE—1E

» NASRIETIFEILNAMZSPR ({AMRNCI) % 52E

- EEERAOBOF 7

— BRARABRIC S SBhRk

- 2B 224PhiCitbi7—2b - 2— 2%l

- 28 134PROD A 2—0O R NT1—17{E

- 2NDAEREN 1 0%HEBRFARICENI HCENBIR
- EEEMIZEICL \Troutine care cosHIRIRTH IR




EU directiveNOTIIG: ¥R

« National Cancer Research Network (NCRN)
— BtA202D—ILEB5E%Z peer review
— ARINI=720~2—ILIFNCRNERO 1 —F1+—R X F—
RI%—2»—SDFIADJAE
o {1O)6DOVEBIRIETTE,
NCRNERRETFEBRRER 7S 4R v/ IN"7— 7% §A 4%
» Medical Research Council (MRC) : 1 ¥ |]R ZAKOBRFEMH7E0)
L ASENLS
— Clinical Trial Unit (CTU) : hBAEHIVEiZEZEICIBH

— Clnical Trial Service Unit (CTSU) : ;E B8RRI O AR IREE FREZS
% ] N

- NHSé:_parfnershm agreemen+ BaiEU, MRCG)Bt[EEEHi..




ERARGAVERRE RIRZZHO IR B )

o BRARTIS. EBRRARICHND:EEERO—INZERE
(RIRCNIR—LTL\S.

- B&CI3, BERSEClE, BiIMERAN R \IITH
&7IC, ERNCFIEENRIEEHFHALTK
BLOHMARNEZEROFENGENCI1S., LM, ()

SRR RFARECCTRELSHET DE,
:_Fr?g%i]‘hﬁlﬁ ¢BCI—TEGL\EOLFIER



HRBRIRES RS LE
RIREMHASR U RIRE AL R
(l38¥03254R308B FREESFE155)

- BISR(FHEAOTIL) "RIRERFHHGERERIFHULBEZFICOT

[F. BERBROENHDTOONFNMT-TIFFS1g )

- B1IR(EREFERARUERME) RIRER. BERXBOENSERR

oz BEICHEAL, XIFILALTIFESE0). ISIEL, F#Hik(IRTH
I55FiXRE 1455 ) BLRBTRICIRED DIBRRICIRDERICH 1T, &%
IBROTRESNSIFEME(EMI ARBICHLTIF, COBRLITEL), |

- B20R(GEROABHBNRHE) .- -BREOREIS HAOBNEE-TIT-T

[FF5150\, ISIEL, BRICERIREICOVTIF, CORRLITIH), |



B IMERERERZRIS
RPN A%
RIREZE CNI—TF DB HENDS

ARARRCEFREICOV TS
EENERBRNRIVESS



(#E5)

B IMEREFERZ{ERT SERRRHERICOV T

I, HEI—EORMHT (LIGHARTEIEIN
2E0): [mibifl]) THONF, ERRERERIC, {RIRES
& (fRR MR HBIEONTE) T COXEZ DA
EFD



