




Newsletter 

2013 with a bang….. 
2013 has certainly commenced with a flurry of activity and our recruitment continues to  be very con-
stant at an average of 7 patients per month.  

To date (Feb) we had recruited 171 patients into 
our study and reached 34% of total patient re-
cruitment. This is a fabulous job considering the 
small number of sites we have involved in this 
study 

Ambulance Victoria continues to be the lead re-
cruiter, having recruited 73 patients. Other sites 
continue to enroll at a consistent rate. Many 
thanks to everyone especially, Vic MICA para-
medics (see attached letter) 

On a very exciting note we recently received approval from French authorities to allow us to com-
mence POLAR recruitment. We will be commencing recruitment in March at 4 French sites and their 
pre hospital ambulances (Besancon, Strasbourg, Clermont-
Ferrand and Reims).  

Interim analysis data (125 patients after 6 month follow up) 
is now with the Data Safety Monitoring Committee (DSMC) 
and we are waiting for them to meet in early March. 

The management committee wishes to thank everyone for 
their fabulous work to date. We now move toward the next 
Interim analysis point of 250 patients. 

by Lynette Newby 

March 2013 

Too cool but not too cool—that is the question.  
Continually monitor temperature on hypothermic patients. Prior to emergency review the target tem-
perature for hypothermic patients is 35C only—avoid over cooling patients. Do not deliver cooled fluid 
if not required. Ensure constant monitoring is occurring so that temperature overshoot does not occur. 

Constant monitoring of all POLAR patients is vital to ensure undershoot  (below 33C) and overshoot 
does not occur.  

Shivering—energy inefficient. 
Shivering will increase metabolic demands. In the postoperative phase, patients who become hypo-
thermic and shiver will have a high rate of metabolism, increased oxygen consumption, excess work of 
breathing, higher heart rate, and a general stress like response. In awake patients, this type of full 
counter-regulatory response can increase oxygen consumption by between 40% and 100%.  
(Polderman K. Crit Care Med, 2009) 

Constant monitoring is required. Shivering is most common b/w 34.5C and 35.5C. Shivering should be 
treated aggressively as per protocol  
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Welcome France ….. 

Last week we had the pleasure of welcoming the first of several French sites to the PO-

LAR team.  Besancon,  a city of some 1.5 million  will be the lead site in France with 

Strasbourg, Clerment-Ferrand  and Reims hoping to commence recruitment in the next 2 

months.  As is the case in Australia and New Zealand patients will be recruited in the 

emergency departments and also pre-hospital by 

the French ambulance network, Service Aide 

Medicale Urgent (SAMU ).  

SAMU 25 is the SAMU for the Besancon re-

gion. 

We welcome Professor Gilles Capellier, Dr. Se-

bastien Pilifloury and Lucie Vettoretti who 

will be leading the project in France. 

 

Waikato too…. 

We will also be extending the POLAR team in New 

Zealand over the next few months.  Cooling equip-

ment is on the way to Waikato hospital in Hamilton, 

New Zealand and recruitment is anticipated to com-

mence in 2 months .  

Welcome Dr Robert Frengley and Mary La Pine. 

by Lynette Newby 

May 2013 

Keep looking for those patients…..  
Many thanks to everyone for remaining POLAR vigilant. Given we have such a tight time line (< 3hrs) 

for recruitment there is always a chance that we can miss patients. 

Remember—patients may have other reasons for their decrease in conscious state……..  

Pre Hospital— If you have a high suspicion that the main cause of the decrease in conscious 

state may be due to  ETOH or drugs defer enrolment for ED staff. 

Emergency Department— Prior to ED enrolment ensure that the blood ETOH & CT 

brain scan have been performed as this will aid with POLAR decision making. 

http://www.google.com.au/url?sa=i&rct=j&q=waikato+hospital&source=images&cd=&cad=rja&docid=rEHN72XrKB8tWM&tbnid=VgVmsTb7pXSiOM:&ved=0CAUQjRw&url=http%3A%2F%2Ftopnews.net.nz%2Fcontent%2F210021-refurbishment-hospital-laboratory-complete-march-2012&ei=tg-HU
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Recruitment 
Besancon (France commences recruitment….. 

Our first European site commenced recruitment in May 2013 and since then 

Besancon hospital and pre Hospital network have recruited a total of 8 

patients (4 Emergency, 2 chopper, 2 

road car).   

Congratulations  and  well done to the 

great team at Besancon. We now look 

forward to rolling out POLAR  to sites 

at Reims, Strasbourg and Clermont-

Ferrand in September and October.  

Waikato (New Zealand….not 

far off starting 

It is also a pleasure to welcome  on board Dr Rob Frengley, Mary La Pine, 

John Durning and the rest of the team at Waikato Hospital . They have been 

very busy getting  Waikato “POLAR ready” and they hope to commence 

recruitment in the next 2 to 3 weeks.   

Winter and Summer 
It has been interesting to note patterns in patient  recruitment.  Winter 

appears to be consistently quieter than summer. This could be due to a 

number of reasons - shorter colder days with possibly less alcohol 

consumed. Based on previous 

experience, as the southern 

hemisphere gets warmer we are 

likely to see more patients 

considered for POLAR, so please 

be vigilant. 

188 / 500 

(37%) 

As at 31 July 2013 

Recruitment  
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Monitoring and education 
Over the second part of the year I am hoping to visit all the Australian and 
New Zealand hospital sites and also see a number of the MICA and pre-
hospital branches.  I look forward to catching up with many of you in 
various forums. Remember I am always available to answer POLAR 
questions—day or night (Tony + 61 409 798 892). 

Serious adverse event form  
Our medical Monitor has requested more information regarding the  injury 
and initial and ongoing TBI management when completing the SAE form. 

 To assist with this the SAE form 13  has undergone some minor changes—
no additional questions have been added but more room has been given to 
you to write a concise description of events.   

Frequently Asked Question 
Q: To recruit or not too recruit 

A: Pre Hospital If you are unsure if the patient has a severe TBI, (perhaps 

concerned that alcohol or drugs may be a major affect in the GCS you are 

assessing) we suggest you leave patient recruitment until the patient can 

get to emergency especially if the hospital is close by. There they can 

undergo further testing to ensure we are enrolling only severe TBI patients. 

   Emergency  If time is available we would always prefer CT scan and se 

ETOH assessed prior to recruiting a patient.  

Consider the PIST criteria.  If patient has ... 
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Recruitment 
200 recruited …...well done everyone 
6 busy weeks has seen us move through the 190’s and well into 200.  

Congratulations to everyone for reaching 

this milestone. 

We reached the 200th patient on the 

weekend of the 5th and 6th of October 

with 2 patients recruited by Ambulance 

Victoria and 1 patient recruited by 

Auckland DCCM over that weekend. 

Interesting patient….. 

A patient randomised pre-hospital, during this weekend was of some 

interest.  

No obvious signs of bleeding (pre-hospital), negative FAST in ED.  Patient 

was latter found to have a small contained liver laceration. Discussion with 

Trauma Surgeons determined that we should maintain  patient at 35C until 

morning and reassess patient then.  On reassessment the Medical team 

detected no further bleeding and patient had remained stable The Medical 

Team were happy for the patient to progress to 33C—16 hours after injury.   

Waikato and Strasbourg …. 

October 2013 was also our 3rd 

busiest months.  Well done to 

everyone. 

I am also overjoyed to welcome the 

teams at Waikato and Strasbourg, 

France to POLAR. 

 

209 / 500 

(42%) 

As at 1 Nov 2013 

Recruitment  
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Anticoagulant exclusion  

There has, recently,  been an increase in the availability of anticoagulants and 
anti-platelet agents in the community.  

The POLAR management Committee has been asked to clarify the current 
Emergency and Pre-Hospital exclusion criteria: 

 Evidence of current anti-coagulant treatment 

 

With these medications in mind (anticoagulants and anti-platelet agents) we 
have updated the POLAR exclusion criteria.  

          Patients who are known (eg. Medicalert Bracelet) to be receiving any 
anticoagulants and/or anti-platelet agents (except aspirin and 
NSAIDs), should be excluded from POLAR (both Pre-Hospital and 
Emergency assessments). 

          Patients who are found to be receiving any anticoagulant and/or anti-

platelet agents (other than aspirin or NSAIDs) AFTER enrolment 
into POLAR, should either be kept at 35C or rewarmed to 35C and 
then reassessed by the treating clinician. In some cases cooling to 
33C may be able to be initiated after 24 -36hrs, in other cases it will 
not.  The decision rests with the treating clinician. Any patient who 
requires rewarming to 37C prior to the usual  72 hrs for any reason 
will remain in the POLAR intention to treat analysis. 

 Please circulate this to all relevant persons 

Frequently Asked Question—CRF 
Q. How long can we maintain Hypothermia patients at 35C? 
A. Patients in the hypothermia arm who cannot be cooled  to 33C may stay at 
35C for the full 96 hour study period, if acceptable to the treating clinician.  

 

Q. How long do we cool patients 

A. Cooling group Once a patient has completed re-warming they will be maintained at 

normothermia (below 38oC) using the surface cooling pads up to a maximum of 7 days or 
until ICU discharge.  

B. Control Group Pyrexia above 38oC should be avoided, for up to 96 hours post 

randomisation.  After 96 hours post randomisation patients should be managed as per unit 
protocol. (Surface cooling systems may be utilised for control patients)  
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Recruitment 
220 recruited well done everyone 
Well, as expected we had a couple of very busy months (Sept-9pts, Oct–

10pts, Nov-7pts) as we made our way into summer.  We are moving slowly 

towards that next interim analysis at 50% of recruitment + 6 month follow 

up (250 patients).  The summer period has been our busiest period  for the 

past three years. Remember to check your DEC/JAN processes to ensure 

that recruitment will be able to continue efficiently over this period.  

 

Congratulations Waikato …. 

Waikato admitted their first patient into the study in November. Well done 

to the entire crew at Waikato but especially Rob Frengley, John Durning 

and Mary La Pine. 

Strasbourg  …. 

Is ready to commence recruiting once they get a contract signed. This 

should occur before Christmas, with other French sites to commence in 

January 2014.  We will have 18 hospital and pre hospital sites recruiting 

for POLAR.  

220 / 500 

(43%) 

As at 1 Nov 2013 

Recruitment  
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Recruiting during Christmas Period  

Coming into the Christmas period some staff will be having time off. As we have 
mentioned in previous newsletters, communication between pre Hospital, 
emergency department and ICU is vital for this study to succeed. Remember that 
patients recruited by ambulance will still be coming to ICU.  

To date everyone has done a superb job but we are keen to ensure recruitment 
continues at this high quality. 

Ways to improve communication  
Pre Hospital providers don’t forget to: 

 Handover to emergency staff 

 Hand opened POLAR recruitment envelope to staff 

 Ensure POLAR number is handed over to staff 

 Write POLAR data clearly in pre-hospital notes 

 Some sites utilise a direct call system to an investigator to notify of a POLAR 
patient.  Make sure these numbers are current and will have an appropriate 
person available to take the call. 

 If a patient comes into hospital (enrolled by ambulance) confirm in advance of 
the Christmas break who will be responsible in hospital for capturing data, 
implementation of study intervention and consent. 

 Do you have enough equipment to last the December and January (you can 
reorder over this period but this may take a few more days) 

Have a wonderful festive season. 

Be safe, eat  well, sleep comfortably 

& get lots of hugs. 
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231 recruited … many thanks to everyone 
We are not far from our 2nd interim analysis. This planned second data safety 
monitoring committee (DSMC) analysis point will occur at 250 patients plus 6 
month follow-up. We should be at 250 patients around May/June 2014 which 
would make the analysis due in November/December 2014.   

 

Our independent DSMC comprises experts in clinical trials, biostatistics, 
emergency medicine and intensive care and is chaired by Associate Professor 
Jamie Hutchinson (University of Toronto, Canada). They are charged with 
monitoring total mortality and serious adverse events and reviewing the 
interim analysis. 
 

New staff in hospitals 
The commencement of a new year always sees the inevitable change in 
junior and some senior medical staff. To maximize recruitment, it is vital that 
new staff in all departments have an understanding of POLAR inclusion and 
exclusion criteria, and we ask that you organize updates to help with 
education. If I can assist in any way - by sending a power point of the study, 
recruitment graphs, lanyard cards or anything else, please contact me. If staff 
wish to contact me directly about the study I am very happy to be contacted 
on the numbers adjacent. 

231 / 500 

(46%) 

As at 28 Feb 2014 

Recruitment  
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Milestones 

In January 2014, The Alfred recruited their 100th patient.  Many of these patients 
are recruited into POLAR by Ambulance Victoria and then admitted to The Alfred.   
 

A great team effort by Alfred and Ambulance Victoria! 
 

Besançon, France continues to recruit well, with 16 patients recruited in  10 
months.  Well done Besançon! Strasbourg has now been screening for 2 weeks and Clermont-
Ferrand will be coming on board in the next month. 
  

POLAR – not just an ICU study 

Once again many thanks to our Pre-Hospital, Emergency, Trauma and Neurosurgical colleagues.  

The time window of “3 hours post injury” for recruitment means that emergency and pre-hospital 
staff are a vital link in this study.  

AV MICA paramedics have been the largest contributors to enrolment, however over the past 12 
months this has fallen away and there have been a number of missed enrolments.  

A special thanks to AV MICA crews for their continued support throughout the 
EBA period with the Victorian State Government. MICA are crucial to 
completing this important international study and we value your ongoing 
support.  

Also thanks to all the Research Co-ordinators for their diligence in screening 
patients.  

 

A couple of things to remember pre-hospital 

 When a patient is enrolled into POLAR please leave a comment in the 

patient’s pre-hospital notes or hospital file. 

 Ensure vital trial information is handed over to staff taking over the care of 

the patient.  Patient trial number and POLAR study allocation “Hypothermia” or 
“Standard” is extremely important to ensure continuity in the study. 

 Be conservative with diagnosis of severe traumatic head injury. If you suspect drugs or 

ETOH as the main cause of low GCS, defer recruitment for the ED  staff who have the 
benefit of CT scanning. 

 Don’t over cool—monitor the patient’s temperature as often as practicable. 
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We have reached 250 - the half way mark! 
The POLAR RCT reached 50% of its recruitment target in early August. This is a remarkable 
effort from such a small number of sites.  POLAR RCT is now the second largest TBI 

Hypothermia RCT ever….well done to everyone! 

Our 2nd interim analysis is now due and will occur in February 2015 after the 6 month follow-

ups are completed.  

Patients 247 and 248 came from our highest recruiters (The Alfred Hospital  and Ambulance 
Victoria) and the last patient (the 250th) from our newest study site (Hôpital Gabriel Montpied, 

Clermont-Ferrand, France).  

The French team at Besançon (Gilles, Sebastien and Lucie) have done a great job starting 

up 3 sites in France and after a short time the region has become a major recruiter.    

France 
Two new sites have now commenced in France. Hôpitaux Universitaires de Strasbourg 
Hôpital de Hautepierre and CHU de Clermont Ferrand, Hôpital Gabriel Montpied have 
joined CHRU de Besançon, Hôpital Jean Minjoz. Olivier Huet is aiming to also open the 

Hôpital de la Cavale Blanche, Brest, France before the end of 2014.  

India  
The POLAR protocol has been approved by the All India Institute of Medical Science 
(AIIMS), New Delhi Human Ethics Committee. We understand this is the first time deferred 

consent has been approved in India.  AIIMS is very large site and we are quite excited. 

Qatar 
The Heads of research at a large trauma Hospital in Doha, Qatar are well advanced towards 

their goal of joining POLAR.. 

250 / 500 

(50%) 

Recruitment  
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Shivering 

Many recent articles that discuss Therapeutic Hypothermia have reinforced the importance 
of preventing hypothermic side-effects. One of these is shivering, which the body does in 
an attempt to maintain haemostasis. 
 
Shivering— not energy efficient 
 
Shivering increases oxygen consumption, raises metabolic rate and increases work of 

breathing, all unwanted effects in the Traumatic Brain Injury group. (Pitoni S. Current 

Opinions in Critical Care, 2011). In awake patients, shivering can increase oxygen 

consumption by between 40% and 100% (Polderman K. Crit Care Med, 2009) and may lead to 

damage to cells that we are trying to protect. 

 

Shivering is most commonly seen at the “shivering threshold”, a point set by the hypothalamus, and this is generally 

between 34.5°C and 35.5°C. There are bedside shivering scales, such as the Columbia Bedside Shivering 

Assessment Scale, but we have not recommended these. Our aim is for NO shivering, so a scale is redundant, but 

we do need staff to be constantly vigilant for shivering. The transition to 33°C, during the cooling phase is fast, so 

shivering is often short lived, however during rewarming (which is much slower) shivering may be an important issue. 

Assessment for shivering should include: 

 During induction of hypothermia, maintain continuous surveillance for shivering and conduct a formal 

shivering assessment (Yes or No) hourly until target temperature (33°C) is reached 

 During maintenance of hypothermia continuous surveillance for shivering should continue and a formal 
shivering assessment should be conducted 2 hourly 

 During rewarming from hypothermia, maintain continuous surveillance for shivering and conduct a formal 

shivering assessment hourly until normothermia (37°C) is achieved 

The suggested method to assess for shivering is to observe the patient for 2 minutes, during which time the jaw, neck, 
chest, arms and legs should be visually inspected and palpated for shivering. 
 

The POLAR protocol recommends that shivering should be treated aggressively. There are a number of therapies and 

pharmacological agents that can be utilised (if you would like articles on these topics please contact me): 

 Skin Counter warming (peripheries are warmed to fool the hypothalamus into believing it is hot enough) 

 Correct and manage serum magnesium at upper level of normal 

 Pharmacologically: 

 Maximise sedation (midazolam, morphine, fentanyl, dexmedatomidine or propofol) 

 If shivering continues despite these agents, consider adding Pethidine 50mgs/4hrly  

and/or  Clonidine 75micrograms (if blood pressure allows) 

 Neuromuscular blockade can also be used. Clinicians should consider seizure activity monitoring if 

NMB infusions are used 

 

Again many thanks to our Pre-Hospital, Emergency, Trauma and Neurosurgical teams at all our sites.  

Thanks to all the Research Co-ordinators for their diligence in screening patients.  
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267 well past half way… 
We reached our 250th patient on the 3rd of August 2014, and this means our 
second Interim Analysis will be due 6 months after that date (Feb 2015). As 
expected, winter saw a decrease in our overall recruitment rate but we are 
now entering our busiest recruiting phase of the year, spring/summer. 

 
 

Thank you  
Again many thanks to everyone (paramedics, nurses, doctors, RCs) who have 
been involved in POLAR recruitment and patient management. It is obvious 
that we could not do this study without your fabulous support. 2014 saw the 
inclusion of more sites in France, and has led to the recruitment of 24 
patients. Prior to the end of the year, the cities of Brest and Strasbourg in 
France will also be joining the POLAR France team. A large Centre in Delhi, 
India, is well advanced towards starting recruitment in early 2015. 
 

The Holiday Period  

Please be prepared for pre-hospital enrolments (be alert for patient 
bracelets) continuing over the Christmas break. Make sure you have plans in 
place to continue management of any patients enrolled by the Ambulance. 
Do you have enough equipment to last December and January? 

267 / 500 

(53%) 

As at 1 Dec 2014 

Recruitment  
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Paramedics—A couple of things to remember  
 Leave a comment in the patient’s pre-hospital notes and ensure trial information is 

handed over to ED staff (Patient trial number, POLAR study allocation “Hypothermia” or 
“Standard”).  

 Ensure coloured POLAR patient ID band is attached to the patient. 

 If you suspect drugs or ETOH as the main cause of low GCS, defer recruitment to the ED 
staff who have the benefit of CT scanning. 

 Don’t over cool—monitor the patient’s temperature as often as practicable. 

 Patient must be going to trial hospital to be recruited. 

 Patient’s recruited into POLAR must have BP >90 and HR <120. Vital signs outside these 
parameters may indicate the patient is bleeding. 

 Constant temperature monitoring is vital to ensure undershoot (below 33°C) and 
overshoot does not occur.  

 

Shivering—energy inefficient. 
 Shivering will increase metabolic demands. In the postoperative phase, patients who 

become hypothermic and shiver will have a high rate of metabolism, increased oxygen 
consumption, excess work of breathing, higher heart rate, and a general stress like 
response. In awake patients, this type of full counter-regulatory response can increase 
oxygen consumption by between 40% and 100%. (Polderman K. Crit Care Med, 2009) 

 Constant monitoring is required. Shivering is most common between 34.5°C and 35.5°C. 
Shivering should be treated aggressively as per protocol.  

Have a wonderful festive season.  
Be safe, eat  well, sleep comfortably and get lots of hugs. 
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A couple of things to remember  
 Communication between all departments is vital. Ensure all POLAR details are 

transferred from Paramedics to Emergency Department, then onto ICU (Patient trial 
number and study allocation “Hypothermia” or “Standard”).  

 Constant temperature monitoring is vital to ensure undershoot (below 33°C) and 
overshoot does not occur. Don’t over cool—monitor the patient’s temperature as often 
as practicable. 

 

Shivering—energy inefficient. 
 Shivering will increase metabolic demands. In the postoperative phase, patients who 

become hypothermic and shiver will have a high rate of metabolism, increased oxygen 
consumption, excess work of breathing, higher heart rate, and a general stress like 
response. In awake patients, this type of full counter-regulatory response can increase 
oxygen consumption by between 40% and 100%. (Polderman K. Crit Care Med, 2009) 

 Constant monitoring is required. Shivering is most common between 34.5°C and 35.5°C. 
Shivering should be treated aggressively as per protocol.  

 

Anticoagulant exclusion  

The POLAR management Committee has been asked to clarify the current Emergency and 
Pre-Hospital exclusion criteria: 
 Evidence of current anti-coagulant treatment— with these medications in mind 

(anticoagulants and anti-platelet agents), we have updated the POLAR exclusion criteria.  
 Patients who are known to be receiving any anticoagulants and/or anti-platelet agents 

(except aspirin and NSAIDs) e.g. Medicalert Bracelet, should be excluded from POLAR, 
both Pre-Hospital and Emergency assessments. 

 Patients found to be receiving any anticoagulant and/or anti-platelet agents (other than 
aspirin or NSAIDs) AFTER enrolment into POLAR, should either be kept at 35°C or 
rewarmed to 35°C and then reassessed by the treating clinician. In some cases cooling to 
33°C may be able to be initiated after 24 -36hrs, in other cases it will not.  The decision 
rests with the treating clinician. Any patient who requires rewarming to 37°C prior to the 
usual  72 hrs for any reason will remain in the POLAR intention to treat analysis. 

Have a wonderful festive season.  
Be safe, eat  well, sleep comfortably and get lots of hugs. 
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