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New revolutionary stroke treatment - EU gives go ahead for largest trial of cooling 
 
Brussels, March 19, 2012 - Cooling the brain within 6 hours of a stroke has been proven in pilot studies to 
be remarkably effective in saving patients and reducing brain damage. The European Union has now made 
available nearly 11 million Euro to fund a phase III clinical trial, a study of unprecedented scale with 60 
participating universities and hospitals in 25 different countries. The objective is to treat 1,500 volunteer 
stroke victims with mild hypothermia – and if the expected benefits are confirmed, this procedure can be 
rolled out across Europe with the potential of benefiting hundreds of thousands of patients each year. 
  
Stroke is the largest killer after ischemic heart disease in Europe and yet, there are very limited treatments 
available. The launch of EUROHYP-1, a phase III clinical trial led by Universitätsklinikum Erlangen and the 
European Stroke Research Network for Hypothermia (EuroHYP), funded by the European Commission under 
the Seventh Framework Programme, was announced today at a press conference in Brussels. “A project of 
this scale would not be possible without a pan-European approach – no one country or smaller group of 
member states has yet managed to organize a clinical trial of therapeutic cooling for stroke despite 
widespread acknowledgement that this is an important and promising therapy” said Dr. Malcolm Macleod, 
Senior Lecturer and Head of Experimental Neuroscience at the Centre for Clinical Brain Sciences at the 
University of Edinburgh, United Kingdom, who has led a key pilot study which was funded by the Chest Heart 
& Stroke Scotland.  
 
Therapeutic hypothermia, or cooling, is already used effectively in reducing ischemic brain injury following 
cardiac arrest and birth injuries. It acts by inducing a kind of hibernation in the brain, minimizing the need for 
oxygen and preventing further damage. The technique is also being watched with interest by the European 
Space Agency because of its possible applications for the future of long distance space travel.  
 
“Stroke is a major killer” said Dr Macleod, “Every day 1000 Europeans die from stroke – that’s one every 90 
seconds – and about twice that number survive but are disabled. Our estimates are that hypothermia might 
improve the outcome for more than 40,000 Europeans every year”. EuroHYP, in collaboration with the clinical 
trial units of universities, including Erlangen, Edinburgh, Copenhagen, Malmø, Utrecht and Glasgow, has 
become the driving force behind an international consortium that has brought together the expertise and 
synergies essential for this large scale trial.  
 
“The challenge now is to recruit in a fairly short time 1,500 patients with acute ischemic stroke, with 
particular focus on those who currently do not have access to a truly effective treatment or who exhibit 
limited response to the existing, standard interventions” said Prof. Dr. Stefan Schwab, Professor and Chair of 
the Department of Neurology at the Friedrich-Alexander-University Erlangen-Nürnberg, Germany, who has 
been at the forefront of many hypothermia stroke trials conducted in the past and now leads the 
Consortium. Prof Schwab believes that: “based on current evidence the personal and economic benefits of 
avoiding stroke related death and disability means that the trial would pay for itself in less than a year. As 
the population ages, a benefit of cooling demonstrated in the study will set the stage for future studies with 
hypothermia, extending the eligibility of the treatment to even greater number of patients.”  
 
EUROHYP-1 will exploit the currently available cooling experience acquired from ongoing Phase II studies by 
some of its members, and will share this experience with other centres new to this technique, also thanks to 
pioneering telemedicine techniques. EU neighbouring countries, such as Turkey, Croatia and Norway have 
also joined the trial, which has been designed with a global reach in collaboration with scientists from the US 
(P.D. Lyden, Los Angeles, CA) and Australia (G.A. Donnan, Melbourne, Victoria) so that trial results can be 
combined in an individual-patient-data meta-analysis; Donnan leads an Australian consortium seeking 
NHMRC funding to allow participation of Australian centres in EUROHYP-1. This will enable the treatment, if 
proven beneficial, to be adopted quickly world-wide.  

The launch of this trial is a milestone for the survival prospects of stroke patients, and it is anticipated to 
kindle a transformation of acute stroke care world-wide, comparable to the introduction of intravenous 
thrombolysis in 1995. Since therapeutic cooling can be used on clinical diagnosis alone, this would have a 
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great impact on acute stroke treatment in underdeveloped countries where immediate brain imaging is not 
yet part of stroke care. In contrast to thrombolysis, therapeutic cooling could be initiated before brain-
imaging studies, thus cooling for patients with acute stroke could be initiated by paramedics at first contact 
or as soon as the patient is received in the emergency room.  
 
In contrast to other cardiovascular diseases - for example ischemic heart disease, in which even a serious 
case has rarely ever impact on the cognitive and neurological functions - stroke can have devastating 
consequences not only for the victims themselves but also for their partners and their broader family. This is 
especially so in cases when the patient is left with severe or mildly severe disabilities, bedridden and 
incontinent for example, and unable to attend to the usual bodily needs. Such dramatic changes are 
estimated to impact over 300,000 families a year in Europe alone (Eurostat).  
 
With 1.8 million hospital discharges for stroke each year and incidence of first in a lifetime stroke estimated 
to reach 1.4 million by 2016, we can assume that when therapeutic cooling achieves widespread adoption 
throughout Europe, around 350,000 patients per year might be treated. This would result in 14,700 fewer 
deaths and in 25,000 more patients per year with disability-free survival following stroke. These benefits 
might be greater following further research, for instance with initiation of the treatment in the pre-hospital 
setting.  
 
Therapeutic cooling would improve the quality of life in 298,000 survivors in the first year following stroke. 
Given the substantial costs of stroke-related disability, ongoing benefits in subsequent years - and the 
relatively modest costs of the intervention - make it highly likely that this treatment would in fact be cost 
saving.  
 
The EUROHYP-1 consortium brings together leading European experts in statistical design and analysis, 
therapeutic hypothermia, health economics and trial execution (implementation and monitoring) as well as 
European patient and family advocacy groups. New technologies and processes necessary for the trial in 
fields such as cooling, imaging, biomarkers, ultrasound and telemedicine are being developed by SMEs 
involved in the research, expected to lead to significant spin offs in term of technological innovation and 
R&D capabilities. The efforts of the EuroHYP-1 consortium are coordinated by the Executive Committee 
consisting of seven experts: Prof. Stefan Schwab, Dr. Rainer Kollmar, Prof. Derk Krieger, Dr. Malcolm 
Macleod, Dr. Jesper Petersson, Dr. Bart van der Worp and MSc. Istvan Szabo. 
 
The EUROHYP-1 research programme is based on the close collaboration between the leading European and 
Global scientific community and European patient advocacy networks: the European Stroke Organisation 
(ESO), European Stroke Network (ESN), Stroke Alliance for Europe (SAFE), World Stroke Organisation 
(WSO),European Federation of Neurological Societies (EFNS), Society for Cryobiology (SfC) and also an 
indirectly impacted research organisation, the European Space Agency (ESA) - involved due to the interest in 
human hibernation studies necessary for organizing long-haul space travels, and the interrelation of 
therapeutic cooling with hibernation itself. 
 
In addition to the grant received by the European Commission under the Seventh Framework Programme, 
EUROHYP-1 is seeking funding from public and private sources - including the general public- in order to be 
able to conduct the research in additional countries in Europe, for example: Malta, Portugal, Slovenia and 
Switzerland. Beyond obtaining involvement and participation in all European countries, additional funding is 
needed to expand the depth of the research associated to sub-studies conducted with biomarkers, and 
ultrasound techniques.  These sub-studies will be conducted to understand better the protective 
mechanisms of actions of therapeutic cooling.  
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