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The Haemostasis Registry has been
incredibly busy in the last six months.
We have completed the 3 Annual
Investigator Workshop. And we are
delighted to say that in May we
passed another milestone of 2000
cases and the numbers continue to
grow. This is due to the excellent
efforts of our data collectors in
submitting the cases before the end
of April this year. We would like to
thank you very much.
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As at 1 May 2008
Number of cases = 2029

As you can see above, the
largest case presentation type is still
‘Cardiac Surgery’ with well over 840
cases. ‘Other Surgery’ includes many
surgery types but the largest two
groups are abdominal and vascular
surgeries. ‘Trauma’ includes over
270 cases, ‘Liver over 160 and
‘Obstetric’ over 100 cases.

More detail about the data
collected and Status Report to date is
included in the attached Data Report.

The Winner of the
2000 case goes to...

We have been delighted with the

progress of the Haemostasis
Registry as to date we have obtained

written ethical approval from 84
hospitals and submitted ethics
application to a further 5 ethics

committees. An overview of the
participating hospitals and their
contributions is provided on page 4.

3" Annual

Investigator Workshop
The 3® Annual Investigator
Workshops were held in six
venues/states around Australia and
New Zealand. Over 130 people
attended the 3™ Workshop. Results,
Audits and Issues with Data
Collection from the registry were
presented. Some photos from the
Workshop can be found on page 3.

Copies of the PowerPoint
presentations from the Workshops
have been loaded onto our web

page.

http://www.med.monash.edu.au/ep
idemiology/traumaepi/haemostasi
s.html

Feel free to download the
presentations and share the
information with others at your
hospital, but please remember, if

using any of the information, to
acknowledge Monash University and
the Haemostasis Registry.

New Reporting
Capability
We are delighted to announce the
successful launch of the new
Haemostasis Registry  Reporting
system during the 3" Investigator
Workshop.
The Report can be accessed at:

https://trauma.med.monash.edu.au/
haemostasis

( The new Hospital Data )
Report allows you to
compare how your hospital is
doing compared against your
state and the Haemostasis

Registry overall
-
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https://trauma.med.monash.edu.au/

Some Issues with Data Collection

At the 3 Annual Investigator
Workshop, some common problems
and areas of uncertainty were
covered.

Primary Context

Cardiac surgery:

« Cases that include surgery that
would normally be done under
Cardiopulmonary Bypass

- Does include CABG off-
pump
- Does NOT include
abdominal aortic aneurysm
(AAA)
Acquired Haemophilia:
+ Theoretically this is on-label

use, but we are interested in
collecting this information as
relatively little is know about it

+ Should be recorded under the
primary context - Known
Coagulopathic State

*  We will be developing additional
tools for data entry of mega-
multiple doses

« At present, record information of
first 3 doses on web system

+ Fax data on remaining doses to
the Registry

Platelets

* There are two types of Platelets.

* They are: Pooled Platelets and
Apheresis Platelets

+ 1 unit Apheresis Platelets is
collected from a single donor

« 1 Pooled Platelet unit is
compiled from four average
blood donations

+ Both Platelet types have

approximately the same number
of platelets ie. they give the
same dose

+ For the Haemostasis Registry
both types should be recorded
as 1 platelet unit

Adverse Events

« We expect many patients will
have some adverse events

« Not all adverse events will be
related to rFVlla use

« Most will be related to their
underlying condition

* Please RECORD THEM ALL

« Why? So that we can compare
rates of adverse events with
patients getting no rFVlla

e How do | know if the adverse
event is linked to rFVlla or not?

« Is the Adverse Event linked to the
use of rFVlla or to the underlying
condition?

* Please consult with the treating
clinician

» Does it make Biological Sense?

- f the AE is
thromboembolic it is
plausible

- MOF, ARDS are less
likely to be caused by
rFVila

- If we receive case with
MOF etc recorded as
possibly or  probably
linked, we will want to
know what lead you to
this conclusion

e

lease Ask For Help
* |If you don’t understand what to
put in a particular field
* |If you are getting behind — we
have team members who can
come and help

You can contact us any time
by phone or email:

03 9903 0551
03 9903 0551
03 9903 0001
03 9903 0167
03 9903 0051
0417 722 449

Vina Nguyen
Rosalie Clementson
Andrew Hannaford
M Pruksawongsin
Louise Phillips

Haemostasis.Registry@med.

K monash.edu.au

o
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Audit

The Audit results were presented at
the 3%  Annual  Investigator
Workshop.

Volume Audit

+ The Volume Audit was done to
check for complete submission of
eligible cases

+ Only 50% of the Volume Audit
worksheets were complete and
returned

Conclusion:

« This audit has not been
successful as the aim to check for
complete submission of cases
was not possible from the results
obtained

Suggestion:

+ There was feedback that it was
difficult to get information from
Pharmacy, we suggest you
consult your senior Pharmacist or
local NovoNordisk representative
for assistance

* It may be a good idea to complete
these on a monthly or quarterly
basis for your own records
although we require annual data

+  We will re-visit this area soon to
follow-up on hospitals who have
not submitted their worksheet to
us

Case Audit

« The Case Audit was done to
assess data quality

+ We have 61 audit cases to date,
and have 16 more to collect

Conclusion:

+ By and large the data quality is
good

+  We expect some variation

+ Data collected retrospectively is
harder to collect and probably of
lesser quality

« Some variables are difficult to
collect, especially Temperature
and pH

* RBC before and after are difficult
too because of the uncertainty in
the time of transfusion

+ Total RBC is a more consistent
measure



Some Photos and Feedback from the Haemostasis Registry’s
3" Annual Investigator Meeting

“Your meeting yesterday was excellent - |
really enjoyed it. And the work is very high
quality too. Thanks again.” (VIC)

‘Just a short note to say thank you for
organising this event. Everything went well,
good presentations, good food and good
discussion from the participants. Well done.”
(VIC)

Louise Phillips (Haemostasis Registry Research
Manager) presenting at the Sheraton on the Park,
Darling Harbour, NSW

Vina Nguyen (Haemostasis Registry Project Manager)
and Fay Georgiou &Royal North Shore Hospital, NSW) —
winner of the 2000" case. Congratulations again Fay!

“Thanks for the presentations.” (SA)
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Louise Phillips (Haemostasis Registry Research
Manager) presenting at the immaculate Ayers House
Functions, Adelaide, SA

“l would like to say that the presentations were

very well presented, and for a newcomer, | got

more of an understanding of the Registry and

hope to work together to achieve the goals of
the project.” (SA)

“I truly found the workshop very interesting.
Also the study manual available was a great
tool for future reference. |1 am sure | will use it
regularly when filling in case reports.” (NZ)

“Thanks for a good day yesterday.” (NZ)



Current Numbers

As at 14 July 2008: 84 participating hospitals

Total cases:

Hospital Name

ACT

The Canberra Hospital
NSW

Blacktown Hospital
Concord Hospital
Dalcross Private Hospital
John Hunter Hospital
Lismore Hospital
Liverpool Hospital
Nepean Hospital

North Shore Private
Hospital

Port Macquarie Base
Hospital

Prince of Wales Hospital
Royal North Shore Hospital

Royal Prince Alfred Hospita
St George Private Hospital
St Georgéd”ublic Hospital

St Vincents Private Hospital
Sydney

St Vincents Public Hospital
Sydney

Children's Hospital at
Westmead

Tweed Heads Hospital
Westmead Hospital
NZ

Auckland City Hospital
Christchurch Hospital
Dunedin Publi¢iospital
Hawkes Bay Hospital
Middlemore Hospital
Nelson Hospital

North Shore Hospital
Rotorua Hospital
Tauranga Hospital
Timaru Hospital
Waikato Hospital
Wellington Hospital
Whangarei Hospital

Total Cases on
Registry *

47

35

34

102

30

162
124

246
14
30

19

65

84

54

NT

Alice Sprigs Hospital
Royal Darwin Hospital
QLD

Allamanda Hospital
Gold Coast Hospital

John Flynn Private Hospital
Mackay Base Hospital
Mater Health Brisbane
Nambour Hospital

Princess Alexandra Hospita
Redcliffe Hospital

Prince Charles Hospital
Royal Brisbane Hospital

Royal Childrens Hospital
Queensland

Townsville Hospital

SA

Flinders Medical Centre
Flinders Private Hospital
Modbury Public Hospital
Queen Elizabeth Hospital

Repatridgion General
Hospital

Royal Adelaide Hospital

Women's and Children's
Hospital

TAS
Launceston Hospital

North West Regional
Hospital

Royal Hobart Hospital
VIC

Alfred Hospital

Austin Hospital
Bendigo Hospital

Box HilHospital

Cabrini Hospital
Dandenong Hospital
Epworth Hospital
Geelong Hospital

Knox Private Hospital
Mercy Hospital for Women
Monash Medical Centre
Northern Hospital

Peter MacCallum Cancer
Centre

Royal Childrens Hoial
Melbourne

Royal Melbourne Hospital
Royal Womens Hospital

St Vincents Hospital
Melbourne

Warringal Private Hospital
Warrnambool Hospital
WA

Fremantle Hospital

13
35

17

24
19

88

85
36

19
17

20

24

27

50
89

19
73
13

14

41
35

26

King Edward Memorial

Hospital for Women 10
Mount Hospital 0
Princess Margaret Hospital

for Children 17
Royal Perth Hospital 61
Sir Charles Gairdner

Hospital 12
St John of God Hospital

Murdoch 1
St John of God Hospital

Subiaco 8

* As of 14 July 2008
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How is your hospital doing?
Remember, you can now
compare your hospital against
your state and the Registry by
running the NEW Hospital

\_ Data Report )




