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Characteristics of ongoing studies

Ongoing studies of head cooling in cardiac arrest are not included.

Stroke

Trial name or title Induction of Cooling (i-Cool) Pilot: A randomised trial comparing three methods for rapid induction of therapeutic 
hypothermia in stroke patients

Methods Prospective, open, randomised, single-centre study

Participants Intubated, ventilated stroke patients with combined ICP-temperature probe (n = 30)

Interventions Hypothermia to a target core temperature 34 °C is induced with one of the following:

1. Cold infusions

2. Rhinochill device (BeneChill, USA)

3. Sovika cooling helmet [HVM Medical (now Sovika GmbH), Germany]

Outcomes Primary outcome: Speed of brain cooling during the first hour

Secondary outcomes: Safety aspects – intracranial bleeding or pulmonary complications, co-medication; examination 
of effects on ICP and cerebral autoregulation

Starting date 2010

Contact information Dr Sven Poli

Center of Clinical Neurosciences, Heidelberg University, INF 400, 69120 Heidelberg, Germany

www.strokecenter.org/trials/TrialDetail.aspx?tid = 1098 (accessed 22 February 2011)

Notes
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Trial name or title The Cerebral Hypothermia in Ischaemic Lesion (CHIL) Trial: A randomised trial evaluating systemic and local 
mild hypothermia on infarct expansion and salvage of the ischaemic penumbra in acute ischaemic stroke 
(ACTRN12609000690257)

Methods RCT (block randomisation)

Participants Patients aged ≥ 18 years with acute hemispheric ischaemic stroke, NIHSS ≥ 8, presenting within 6 hours of onset of 
symptoms or within 6 hours of when last seen unaffected, with evidence of hypoperfused but viable hemispheric brain 
tissue on perfusion CT. n = 80

Interventions Systemic hypothermia (Australian centre): Target temperature 33 °C – induction with 30 ml/kg ice-cold Hartmann’s 
solution, maintenance with intravascular cooling device

Local head cooling (Chinese centre – Harbin, China): No information

Control patients: Normothermia (< 38°C) as per standard care

Outcomes 1. Infarct expansion and penumbral salvage: Mean per cent penumbral salvage from baseline CT scan to 30-day scan, 
hypothermia vs normothermia groups

2. Safety and clinical: Mortality, neurological deterioration as measured by a decline in the NIHSS of four points or more 
(compared with baseline at 24 hours, 7 days and any time a neurological deterioration is suspected). Device-related, 
infective and thromboembolic complications and adverse events. Blinded outcome assessment at 90 days: NIHSS, mRS 
and BI

Starting date 2009

Contact information Professor Christopher Levi (christopher.levi@hnehealth.nsw.gov.au)

Hunter Stroke Research Group, John Hunter Hospital, Locked Bag 1, Hunter Region mail Centre NSW 2310, Australia

www.anzctr.org.au/trial_view.aspx?ID = 308341 (accessed 16 April 2011)

Notes Safety/efficacy study

No response to request for details of local head-cooling intervention

Trial name or title Multiple Interventions for Neuroprotection Utilizing Thermal Regulation in the Emergent Treatment of Stroke (MINUTES) 
study

Methods Open label randomised study

Participants Patients with cortical stroke within 12 hours of onset or 6 hours from awakening from sleep (n = 70)

Interventions Combination therapy:

1. Two 2-g intravenous boluses of magnesium sulphate

2. Albumin 1.75 g/kg intravenous as a single dose

3. Minocycline 200 mg twice daily for 7 days

4. Atorvastatin 80 mg daily for 7 days

5. 12 hours of local cerebral hypothermia with circulating cooling cap (Cincinnati Sub-Zero head wrap)

Outcomes NIHSS at 48 hours, 1 week and 90 days (blinded assessor)

Starting date 2006

Contact information Dr Muzaffar Siddiqui

Division of Neurology University of Alberta/Grey Nuns Community Hospital, Edmonton, Canada

Notes Interim report: Siddiqui MM, Ludwig Y, Hussain MS, Manawadu D, Mateer A, Beaulieu C, et al. Multiple interventions 
for neuroprotection utilizing thermal regulation in the emergent treatment of stroke: the MINUTES study. Int J Stroke 
2008;3(Suppl. 1):140

Contains no data on the effect of head cooling

A methods paper is currently being prepared for publication (Dr Siddiqui,18 April 2011, personal communication)

Alberta Health Services information: www.capitalhealth.ca/NewsAndEvents/Features/2006/MINUTESstudy.htm 
(accessed 16 April 2011)
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Trial name or title Emergency room trial of brain cooling in stroke with the Rhinochill device 

Methods

Participants

Interventions

Outcomes

Starting date

Contact information Dr Denise Barbutt

Becky Inderbitzen

c/o www.benechill.com/ 

Notes This trial is in the planning stage

Trial name or title Study of brain cooling in stroke with the DigniCap

Methods

Participants

Interventions

Outcomes

Starting date

Contact information Martin Waleij, CEO Dignitana

www.dignitana.com/

Notes Further information not available yet


