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POLAR - up and running. 

Hello to everyone 
Well just over 2 months into the job for me. It has been an exciting learning curve thus far and I am 

sure there is still plenty more to go. Thanks to all of you for your patience and assistance thus far 

and many thanks to my colleagues at ANZIC-rc for their help and support. 

It has been an eventful period on the randomisation front. 

All agencies (pre hospital and hospital) now have their 

randomisation envelopes. (On an optimistic note - if you 

need more randomisation envelopes let me know by phone 

or email). The Alfred and Royal Melbourne have both 

recruited a number of patients directly and have also had 

patients arrive which have been recruited via Ambulance. All recruitment processes appear to be 

working correctly and appropriately. Princess Alexandra recruited their first run in patient (well done 

Kelly), Auckland is ready to randomise and waiting for their first patient and Perth is waiting to 

complete their run in phase.  

So far there have been 18 RCT patients enrolled since early December.  Well done to everyone this 

has been a great effort.  Thanks especially to the Alfred team led by Shirley (Alfred) and the Royal 

Melbourne Team led by Deborah (RMH).  Congratulations to Kelly (PAH) for getting his first run in 

patient also. 

Thanks Jenny Chamberlain (RPH) for all the help with the manual of operations. It is certainly great 

to have a reviewer or two.  This will be sent out to you this week.  

Jon us for a drinks and a chat...... 
The Noosa meeting is just around the corner and I thought it would be nice to get together 

informally. 

POLAR, EPO and DECRA have booked CATO’s (apparently most of you should be familiar with this 

place) for some drinks on Friday evening after CTG proceedings. 

I was hoping to catch all research co-ordinators and investigators in the auditorium for 10 minutes 

just prior to drinks. 

 

I look forward to seeing your there....... 

 

For further information 

Please contact: Tony Trapani,  

POLAR Project Manager, 

Tony.Trapani@monash.edu,  

+61 409 798 892 

mailto:Tony.Trapani@monash.edu
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Q and A 
There have been some issues that have come up over the last few weeks. Here is a synopsis of those Q and A.  

Area Concern Resolution / Considerations and suggestions 

Meditherm III

 

There have been a couple of issues identified with 

the Meditherm III. Mostly around rewarming too 

quickly. 

Research has suggested that rewarming too quickly 

may induce further damage – and we wish to avoid 

this.  

Example – In tortoise rewarming should occur at 

0.17C / hr. There has been reported situations 

where temp will vary negligibly for 1-2 hrs and then 

appear to rise dramatically.  

 Try to avoid multiple changes to the rewarming speed (hare / tortoise) 

 Avoid altering warps and buttons excessively  

 Be alert during rewarming for errant fluctuations. 

 If rewarming appears to be occurring too quickly, set patient temperature set point 

to 0.5 degrees above patient’s temp. Every 3 hrs readjust temperature set point by 

0.5C. 

 Prior to commencing rewarming turn machine “off” and then after 1 minute restart 

machine in tortoise mode.  

 I hope to have a “chat page” on the website devoted to these problems  

GIT Mx. 

(Protocol page 

42) 

 

Commence target feeding at 70% of predicted 
because of the decreased metabolic rate.  

Gut motility may be decreased during hypothermia 

and high gastric residual volumes should be 

expected. Follow site ICU protocol for gastric 

intolerance. 

 

 GIT motility is reduced – expect high aspirates (utilise unit policy to manage this) 

 Metabolic requirements are reduced so feeds required may be 70% of normal total 

expected. 

 Commence feeds as soon as practicable and according to unit policy then increase to 

target.  
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Q and A 
The nature of recruitment in POLAR (pre hospital and hospital enrolment, patient will have an altered conscious 

state) it is likely that patients will be enrolled and then consent will be sought latter. After recruitment consent may 

be refused or an exclusion criterion will become evident. 

If there is an exclusion criteria that would cause danger to the patient if they remained in the hypothermia arm - 

Hypothermia would stop, however patient data and consent would still be requested, CRF would be completed. 

If there is an exclusion criteria that would not cause danger to the patient - patient would continue to be cooled 

and all usual processes continue. 

Example 1 (John Doe patient thought to be 55, latter found to be 63) The age limit was placed 

there as older patients do worse from TBI and this would affect the power of the study (would 

require many more patients). The age of 63 does not pose a foreseeable danger to the patient 

and therefore as long as consent is gained can stay in study. 

Example 2 (GCS 6 at scene after MVA), patient enrolled at scene. CT scan shows some small 

areas of damage. ETOH comes back as high >0.1. If the predominant cause of change in conscious 

state is considered to be trauma patient remains in study. If it is unclear and it is requested to 

allow the patient to wake 

This information is from the protocol 

The patient is drug or alcohol affected with a normal CT brain.  

 Hold patient at 35oC while drugs and alcohol clear (can be warmed to 36oC if shivering an issue). 

 Reduce sedation. 

 Check neurological function 
Permanently withdraw the patient from the cooling protocol & follow standard management if the following is 

present: 

 Significant bleeding which prevents initiation of cooling within 48hrs post injury 

 Positive urine or blood pregnancy test  

 Normal CT Brain scan & patient localising or obeying (GCS(M)>5) after decreased sedation 

 In the treating clinician’s opinion the patient does not require an ICU admission  

 In the treating clinician’s opinion, cooling is not in the patient’s best interest. 
 

Example 3 (patient enrolled in study after MBA. Small sub dural seen on CT Scan). SDH/EDH/ICH/contusion 

can all be randomised in this study. If there is a alteration to conscious state that puts someone into the severe 

TBI category then they can be enrolled. 

 
Example 4 (Jane found and consider appropriate for study, patient latter found to be pregnant) 
Patient should be removed from hypothermia arm, consent can should still be gained to use data 
gathered to that time.  
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Other  
As you all realise the primary outcome measure is the proportion of favourable 

neurological outcomes (Glasgow Outcome Score Extended: GOSE 5 to 8) at six months 

following injury. Secondary outcome measures include quality of life, mortality and 

incidence of adverse events. Heather Waddy an experienced neurologist from Adelaide has agreed to do all 

the Glasgow Outcome Scale Extended, EQ-5D and SF-12 at 6 months. This is fabulous for the study as it will 

ensure consistency throughout the study. 

 

Data Safety Monitoring Committee 
Prof Jamie Hutchinson from Toronto has agreed to chair the Data Safety Monitoring 

Committee (DSMC). We have nearly finalised all the points of the DSMC charter and as soon 

as this is complete we shall make this available to all of you. 

 

 

Website 
Work on the website and eCRF are almost complete. I am hoping they will be complete by the end of Feb. For 

those that have seen the EPO site ours will run in a similar fashion. I have tried to keep things similar to 

decrease confusion with the sites 

The latest POLAR application is available in the following link. 

https://ccre-acqr.med.monash.edu.au/POLAR/POLARLogin.aspx 

I shall send Research Coordinators their user names and passwords by email.  

https://ccre-acqr.med.monash.edu.au/POLAR/POLARLogin.aspx


POLAR turns 21 and then some!  
POLAR enrolled its 23rd patient recently. A big thanks to Alfred and Royal Melbourne Teams for 

their hard work in enrolling, especially the enthusiasm of the Royal Melbourne Emergency depart-

ment.. Well done to Princess Alexandra for enrolling their first RCT patient.  

There is still a great deal of work ahead 

of us but we are certainly moving forward. 

Once again many thanks for all the sup-

port in getting this far. 

It was great to catch up with most of you 

at Noosa.  What a great meeting!  

Hopefully, POLAR can make a big splash 

in a few years. 

POLAR Equipment update. 
We are still getting some queries about the function of Meditherm Cooling blanket.   

I think our catch cry should be “watch the machine”. Eventhough the issues have not been recent 

there have been a couple of problems  in re-warming  (machine having bursts of re-warming too 

quickly) and an episode of overshoot when cooling (didn’t stop at 35C). Prudence would suggest 

that we remain vigilant until we get a bit more knowledge and familiarity about the Meditherm III in 

our patient group. Please continue to notify me of any issues  

Once the patient is at temperature and stable the machine does appear to behave itself.  

If you need to order more equipment please let me know. Remember you can leave the wraps on 

the patient for their entire treatment. A request; The patient wraps are $90 and the budget is not 

bottomless, so can we ensure that POLAR wraps are being used on POLAR patients? To reorder 

wraps please contact me—the turn around time is pretty efficient. 

Technical questions: Call Paul Williams Director of New Medical 0410 537 746 
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Website 
The website is nearly complete. The POLAR web 

designer has been putting in lots of hours into this 

and I hope the website will be released very soon. 
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On the road again………. 
After a brief delay, POLAR enrollment has commenced again.  We have got to our 35th patient 

(well done to Shirley and the Alfred team for getting 

us started again after our hiatus).  This means we 

are 1/3rd of the way to our first interim analysis. 

There is still a great deal of work to get to this point 

but I feel as though we are about to start gaining 

some real momentum. 

All sites are recruiting now, with Perth the only site 

that needs to get 1 more run in patient before they 

start RCT recruitment.  

It is also great to see the ambulance services getting on board — well done Ambulance Victoria.  

Protocol Amendments 
Hopefully you would have all received your amendment documents. I realize this is a bit of work 

and thanks for you all in advance for your assistance in lodging these changes.  I believe we will 

have a safer and less ambiguous protocol.   
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Website 
The website, 

CRF and data 

dictionary are all 

nearly complete.  

My apologies for the delays. 

May 2011 

Clinical Notes 

Just a reminder when entering data the 

GCS does vary from time to time early in 

a trauma.  The   most accurate GCS is 

generally considered the one after some 

resuscitation has occurred.  

Example: TBI patient initially GCS 5 at 

scene but with some fluid resuscitation 

the patient increases to GCS of  8.  It is 

likely that the more accurate GCS is 8. 

Protocol Variation 

At this early stage, it would appear, that the largest 

cause of Protocol Variation will be the effect of ETOH 

on the patient group.   

Consider PIST criteria and try and get Se ETOH done 

early as possible. 

PIST CRITERIA 
If YES to all 4 criteria – exclude 

 Post trauma / resuscitation best GCS 7-8 

 
Intoxicated drugs / alcohol- strong clinical suspi-
cion / paraphernalia at scene  
 
Scan (CT brain) NAD  

 
Trivial trauma- low level fall, low velocity 

May 2011 
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POLAR meets Snowman………. 
POLAR is back and moving along quickly.  We have nearly enrolled 10% of our target  and a large 

thanks needs to go to Ambulance Victoria. The education continues to be rolled out to MICA and 

air wing paramedics and as you can see from the graph the Victorian Centers are well ahead of 

the other states. This is largely due to  AV 

enrollments going to RMH and The Alfred.  

Available for education 

I am very happy to come out to any branch 

and do some education on POLAR. Drop me 

an  email at tony.trapani@monash.edu and I 

will make the  time to get out to your branch. 

Remember “The Clinician” also has a set 

of randomisation envelopes 

Pre-Hospital randomisation  
In the heat of a clinical situation it is sometimes difficult to be thinking about trials, inclusion and 

exclusion criteria. So thanks for doing your best. It is important that we account for each randomi-

sation envelope and  it is critically important  that the randomisation information is handed over to 

emergency staff. The emergency medical 

staff will always review each patient  for ap-

propriateness to continue in the study (don’t 

worry if you see this occurring it is just a built 

in safe guard).  
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Patient may be suitable for POLAR 

study if… 
 

Traumatic brain injury & the patient  
 

Is aged b/w 18-60 
Has a GCS<9 
Is intubated or intubation is imminent   

 
Check inclusion/exclusion criteria 

AV June  2011 

Alcohol and drugs 

A large number of our patients may be drug or ETOH affected.  If this is the main reason for the 

conscious state we would prefer not to enroll them. 

INCLUDE - If you have a strong suspicion that drugs or alcohol are involved but the mechanism of injury is suggestive 

of severe trauma (ie; high speed MVA) include the patient 

 

DO NOT INCLUDE - If you have a strong suspicion that drugs or alcohol are involved and the mechanism of injury is 

NOT suggestive of severe trauma (ie; low level fall and no external signs of injury) 

AV June 2011 
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Congratulations 50…  
Last week Princess Alexandra Hospital, QLD enrolled the 50th POLAR patient—thanks 

and well done to the ED, ICU and research staff.  Reaching the 10% mark in this study 

is a great milestone and with the busy spring and summer months ahead things are 

looking great for the study.   

Randomisation from Ambulance Victoria has been the 

strongest primary site (these patients then go on to ei-

ther Royal Melbourne or The Alfred).  

Patients that meet POLAR criteria are not always availa-

ble so it is important to make every post a winner and 

not miss any potential patients—keep up the good work.    

 Newsletter 
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August 2011 

No Loss to Follow-up…. 

The 6 month follow up is a critical point in the study and after the hard work 

of enrolling patients it would be a pity to loose them to follow up.  The na-

ture of this patient group sees them as a mobile and sometimes elusive 

cohort so preparation prior to patient discharge is critical. 

Establishing good relationships—with the patient’s family whilst the patient is in ICU. Contin-

ue contact on wards if possible and explain the follow up process that will occur in 6 months. 

Expanded demographics—document every contact number and mechanism (including 

friends, distant relatives, case managers, GP, Police).  

Be prepared—If your patient has no fixed address find out normal refuges they go to. Do they 

attend out patients or any other health related organisation? 

Establish credibility—check the contact numbers (email and other) early whilst the patient is in 
ICU and clarify with family members the best contact numbers and time to call. 

Documenting the discharge destination from hospital. This can be used to try and trace a 

contact number for the patient if needed. 

Establishing links with the TBI rehabilitation centres associated with your site. It may be worth-

while to send a general explanatory letter about the study to each rehabilitation centre. If possi-
ble regular checks with the rehabilitation centre to establish when the patient is likely to be dis-
charged and where to. 

 

The research coordinator at each site will call the patient/NOK 

approximately 2 weeks (but can be done a little earlier) before 
the outcome assessment is due. 

Let us know if the patient is in Jail as it is still possible to com-

plete the follow-up under these circumstances. 
 
Let me know if you would like copies of the Glasgow Outcome 
Score Extended or other outcome documents. 

August 2011 
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Hospital Notification 
During a busy clinical situation it is sometimes difficult to be thinking of trials, randomisation enve-

lopes, inclusion and exclusion criteria. So thanks for doing your best under difficult situations. It is 

important that we account for each randomisation envelope and  it is critically important  that the 

randomisation information is communicated to emergency staff.  

Hospital research staff at The Alfred and Royal Melbourne have also 

requested that during your hospital notification you mention that you 

have a patient that is in the POLAR  study.  This will facilitate certain 

processes in the emergency  department. 

If you get a chance to pop the wrist bands on the patient that is great but if not please deliver the 

any randomisation information to the staff in emergency. 

The emergency medical staff will always review each patient  for appropriateness to continue in 

the study (don’t worry if you see this occurring it is just a built in patient safe guard).   
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Randomisation envelopes 

If you require any more randomisation enve-

lopes  or study resources please contact 

me.  I am also very happy to come out and 

discuss any patient  or trial issues. 

If you open an envelope and do not use it or 

accidently destroy one can you also let me 

know. 

October  2011 

62 recruited …. Over 12% complete……. 
We have now recruited 62 patients into our study and reached  over 12% of total patient recruit-

ment. This is fabulous outcome for this complex  study.  Ambulance Victoria continues to be the 

highest recruiting group (23) but all sites continue to recruit and screen with much gusto.  Many 

thanks to everyone for their diligence.  This is even more 

commendable when you consider we are recruiting at only a 

handful of sites.  

Traditionally winter is the quieter period for severe TBIs in 

Australia and New Zealand so anticipate a spike of TBIs at 

your hospital  and on the roads as we enter Spring and Sum-

mer—traditionally the busier TBI period.   

Again a reminder that I am very happy to assist with any education or support if I can.  Just give 

me a call (0409 798 892) or email Tony.Trapani@Monash.edu 

New journal.. 
 

New hypothermia online journal 

 

/www.liebertonline.com/toc/

ther/1/1 
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October  2011 

62 recruited …… Over 12% complete ……. 
We have now recruited 62 patients into our study and reached 12% of total patient recruitment. 

This is fabulous outcome for a complex study.  Ambulance Victoria continues to be the highest 

recruiting group (23) but all sites continue to recruit and screen with much gusto.  Many thanks 

to everyone for their diligence.  This is even more commendable when you consider we are on-

ly recruiting at a handful of sites.  

Traditionally winter is the quieter period for se-

vere TBIs in Australia and New Zealand so an-

ticipate a spike of TBIs at your hospital as we 

enter Spring and Summer—traditionally the 

busier TBI period.   

Again a reminder that I am very happy to assist 

with any education or support if I can.   

Email (Tony.Trapani@monash.edu).  

Adverse Event Form 12 ……  
Within Adverse Event Form (Form 12) we have allowed for a reply to “New Intracerebral 

Bleed” or “New Significant Bleed”.  If you consider there has been an increase in size in exist-

ing bleeds (either cerebral or other) this would also constitute an AE and perhaps an SAE.  

The new eCRF will contain a question asking if there has been an “Increased size of bleed” 

but until then can you please keep these results in the Other Adverse events category.  

We have also decided to ask for the second CT scan (report only) on all patients.  This will 

assist us in monitoring for any intracerebral changes.  We will now require a de identified copy of 

patient initial CT and a copy of their second CT Scan report..  Please let me know if you think 

this will be a problem. 

New online.. 

New hypothermia 

online journal 

 

 

 

 

http://www.liebertonline.com/

toc/ther/1/1 

E-CRF 
Thanks again for your patience and assistance with the 

eCRF.  It is nearly complete and we are hoping  that we 

can go live VERY SOON. 

Screening… 
 A big thank you to everyone for sending in their 

screening logs.  We do not appear to be missing many 

patients at all.  Greater than 3 hours is the biggest rea-

son for a missed enrolment so please continue to main-

tain those great contacts in Emergency. 
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