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ICH E6 (Guideline for Good Clinical Practice) step 4 May 1, 1996

8.  ESSENTIAL DOCUMENTS FOR THE CONDUCT OF A CLINICAL TRIAL

8.2 Before the Clinical Phase of the Trial Commences
Duning this planning stage the following documents should be generated and should be on file before the trial fonmally starts

Title of Document Puarpose Lacated in Files of
Investigator/ Sponsor
Institution
8.2.1 INVESTIGATOR’S BROCHURE To document that relevant and current scientific X X
mformation about the investigational product has been
provided to the investigator
8.2.2 SIGNED PROTOCOL AND AMENDMENTS, IF S
ANY, AND SAMPLE CASE REPORT FORM To document investigator and smor agreement to the X X
. protocol/amendment(s) and CRF
(CRF)
§.2.3 INFORMATION GIVEN TO TRIAL SUBJECT X X
- INFORMED CONSENT FORM
(including all applicable translations) To document the mformed consent
- ANY OTHER WRITTEN INFORMATION To document that subjects will be given appropnate X X

wntten information {content and wording) to support their
ability to give fully informed consent

- ADVERTISEMENT FOR SUBJECT

RECRUITMENT (f used) z;dm t:at recruitment measures are appropriate X
8.24  FINANCIAL ASPECTS OF THE TRIAL To document the financial agreement between the X X

mvestigator/institution and the sponsor for the trial
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DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 4 April 2001

on the approximation of the laws, regulations and administrative provisions of the Member States
relating to the implementation of good clinical practice in the conduct of clinical trials on
medicinal products for human use

T

(e) ‘sponsor an individual, company, institution or organ-
isation which takes responsibility for the initiation,
management and/or financing of a clinical trial;

(f) ‘investigator’: a doctor or a person following a profession
agreed in the Member State for investigations because of
the scientific background and the experience in patient
care it requires. The investigator is responsible for the
conduct of a clinical trial at a trial site. If a trial is
conducted by a team of individuals at a trial site, the
investigator is the leader responsible for the team and may
be called the principal investigator;
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be easier to conceive than to implement.
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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

i I ™ P LR ET——— e A e g e — . )

NEWS

EDITORIAL

Nature Medicine February 2007

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 vears 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
yet 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 85%
and says the number
of trials it supports
has dropped by 63%.
The Save 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 of Finnish
academic drug trials
shrunk by 75%.

Because the directive is technically not law,
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