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The ICU




A High mortality, significant morbidity and disability in survivors
A Cost of care is significant
A Opportunity for research to improve outcomes
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A Infectious diseases with epidemic potential
| Acute respiratory tract infection,
I Central nervous system infection,
I Haemorrhagic fevers
| Severe diarrhoea, and
I Severe undifferentiated fevers.



Remembering 2009

Pandemic (H1N1) 2009, Status as of 06 July 2009
Number of laboratory confirmed cases as reported to WHO 09:00 GMT
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Acute Respiratory Distress
Syndrome (ARDS)




Clinical care considerations

A Informed consent

A Vulnerable populations

A Standard of care

A Allocating acces® scarceresources

A Emergency usef unproveninterventions

A Procedural consideratiorend communication
plans

A HCW rights and obligations



Clinical research considerations

A Observational study difficu™ - xew snvcrans
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Clinical research considerations

A Observational study difficu™ - xew snvcrans
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A Interventional study impossible
I Ethical approvals
I IMP approvals
i Contracts / Funding / Indemnity
I Novel designs



Currentsituation: delayed,isolated
and fragmented clinical research
responseto severelD outbreaks

Infected patients
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Infected patients

Currentsituation: delayed,isolated Future situation: rapid, integrated
and fragmented clinical research and harmonized clinical research

responseto severelD outbreaks
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Ethical, Administrative,
Regulatory and
Logistical aspects of
PREPARE




Overarching aim of WP 1

A Toidentify and provide solutiongo key
structural(ethical, administrative, regulatory
and logistical) bottlenecks as well as
behavioural and cultural barriete the rapid
Implementation of large muHsite clinical
studies In Europe In response to severe ID
outbreaks
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Time for ethical approvals




(b)) Barriers to research during
epidemic
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Ethical, Administrative,
Regulatory and Logistical
solutions

Short term solutions
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