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International Clinical Trials’
 

Day

• since 2005 ECRIN hosts ICTD 
in one European capital

• Promote public awareness of 
the challenges raised by 
clinical research

• Stimulate debates between 
representatives of European 
patients associations, clinical 
scientists, scientific 
agencies, sponsors, ethics 
committees, competent 
authorities, medical journal 
editors, citizens
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12 milestones in the history of Clinical Trials (I)
 a personal account

• c 600 BCE: Daniel’s
 

controlled nutritional study. Reported in Old 
 Testament

• c 400 BCE:
 

Hippocratic Oath

• 1500s:
 

Paracelsus (von Hohenheim) “..by our own observation, 
 confirmed by…

 
experiment by reasoning thereon”

• 1747:
 

James Lind
 

first clinical trial

• c 1890:
 

DV Dmitriev.  First informed consent form for a volunteer 
 donating part of his thyroid gland for transplantation and 1900:

 Walter Reed. Written consent form in English and Spanish

• 1902:
 

Albert Moll’s book.
 

Medical Ethics. It recommends advisory 
 boards to consider ethical aspects of human experiments
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12 milestones in the history of Clinical Trials (II)
 a personal account

• 1923: R.A. Fisher & W.A. Mackenzie; Statistical randomization in an 
 agricultural experiment

• 1931: J.B. Amberson
 

et al; Publish negative results of a placebo 
 controlled RCT on sanocrysin

 
(gold) in the treatment of tuberculosis

• 1937:
 

Sir Austin Bradford Hill;
 

recommends randomization in his 
 book “Principles of Medical Statistics”

• 1946:
 

BMRC begins placebo controlled RCT of whooping cough 
 vaccination (published in 1951)

• 2005:
 

ICMJE
 

requires registration of clinical trials prior to 
 publication; and WHO specifies 20 minimal registration data set

• 2005: ECRIN is born……

Ref: Goldfarb N: Milestones in Clinical Research. J Clin

 

Res Best Pract

 

2006
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International Clinical Trials’
 

Day 
 20th May

celebrates the celebrates the 20 May 174720 May 1747 when James Lind when James Lind 
started his famous trial of 12 scurvystarted his famous trial of 12 scurvy--ridden ridden 
sailorssailors

17161716--17941794
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James Lind (Edinburgh, 1716‐1794)
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2 got oranges and lemons
2 got cider
2 got vinegar
2 got elixir vitriol
2 got a concoction of spices, garlic, and mustard seeds
2 got sea water

Within six days, the 2 sailors given oranges and lemons became well

James Lind’s trial
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ECRIN development
 

steps

ECRIN‐RKP (2004‐2005) 

identifying
 

bottlenecks

ECRIN‐TWG (2006‐2008) 

developing
 

know‐how

ECRIN‐PPI (2008‐2011), 

building the infrastructure and supporting
 pilot multinational trials

ECRIN‐ERIC (2013‐>)

operating the ESFRI‐roadmap
 infrastructure for multinational trials

ECRIN‐Integrating Activity (2012‐>16)

Expanding connections



IA‐Integrating Activity



IA‐Integrating Activity



IA‐Integrating Activity



IA‐Integrating Activity

ECRIN-IA (2012-15)

(i) Networking activities, to 
foster a culture of co-operation 
between research 
infrastructures and scientific 
communities and help 
developing a more efficient 
and attractive European 
Research Area;

(ii) Trans-national access 
and/or service activities, to 
support scientific communities 
in their access to the identified 
research infrastructures;

(iii) Joint research activities, to 
improve, in quality and/or 
quantity, the services provided 
by the infrastructures.
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How does ECRIN support 
multinational trials ?

Information and 
consultancy during 
the preparation of 
the trial

• Information on regulatory 
and ethical requirements 

• Information on sites and 
participant recruitment

• Information on clinical 
trials units

• Information on insurance  
• Information on cost and 

funding opportunities
• Information on 

contracting
• Adaptation to local 

context

Services during the 
conduct of the trial

• Interaction with 
competent authorities 
and ethics committees

• Support with insurance 
contracting

• Adverse event reporting
• Monitoring
• Data management
• Investigational medicinal 

product management
• etc.

Full protocol

Scientific 
evaluation

Logistical 
assessment

Contract 
with sponsor
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IA‐Integrating Activity ECRIN‐ERIC objective/ mission

• ECRIN-ERIC is designed to provide a sustainable not-
 for-profit distributed platform

 
for the support to pan-

 European clinical research projects in any medical field 
and for any category of research
– operate the infrastructure 
– provides consultation, advices and services through a 

network of academic organisations specialized in 
clinical research 
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Clinical trials supported

Trial Phase Number 

 of 

 Countries

Number of 

 patients
Status

Scandinavian Starch for Severe 

 Sepsis/Septic Shock Trial 
III  5 804 Completed

TTM‐trial (Target Temperature 

 Management after Cardiac Arrest)
III 12 850 Recruiting

Phase I intranasal genetically 

 modified B. pertussis
I 2 48 Completed

PRE clinical mutation CARriers from 

 families with DIlated 

 cardiomyopathy and ACE inhibitors

III 7 (7 sites) 200 Recruiting

Efficacy and safety of anti‐

 Pseudomonas (IgY) in cystic fibrosis
III 5 (18 

 sites)
180 Recruiting

Fluconazole versus Micafungin in 

 neonates with Candidiasis
II/III 5 100 Preparation 

 phase
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Trial Phase Number 

 of 

 countries

Number 

 of 

 patients

Status

Transfusion Requirements In Septic 

 Shock trial 
III 5 (23 

 sites)
1000 recruiting

Safeguarding the Brain of Our 

 Smallest Children 
II 12  100 Recruiting (1 

 country) 

 approval in 3 

 countries)

Ivermectin (different doses) for the 

 treatment of Strongyloidiasis 
III 5 (11 

 sites)
400 Not yet 

 recruiting

Efficacy of FOLFOX alone, FOLFOX 

 plus bevacizumab and FOLFOX plus 

 panitumumab as perioperative 

 treatment in patients with resectable 

 liver metastases from wild type KRAS 

 colorectal cancer 

II 10 360 Not yet 

 recruiting
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• The scientist’s task:

To imagine & gather data

that can convince yourself

(& the community) that

your hitherto accepted 

theories are wrong

¡Muchas gracias

Nos vemos en

Mayo de 2014¡
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