











Our Values

Our values flow from our Vision.
CCRep is a leader in the field of
clinical research and our people
bring the capability, experience and

quality required to achieve our goals.

Creativity

- leading and innovating in health
research

Commitment

- showing care and respect for
research participants

Research

- delivering excellence in
performance and clinical practice
Experience

- using expert knowledge for
maximum benefit

People

- one team, working together with
respect and integrity

Our Strategy

CCRep's strategic objective is

to be the driving force for the
development of an effective and
efficient research culture at CMDHB.

Goals:

To broaden the scope and client
base within the existing strategy

To build specific collaboration
with, and between, CMDHB and
the University of Auckland

To facilitate the link between
clinical practice and research
undertaken at CMDHB

To achieve scale and efficiency

Our Objectives

- To undertake, conduct, promote,

advance and fund research, audit,
evidence-based practice and
education

- To assist the investigator in the set

up and management of the
research study

- To develop and foster particular

expertise in the health of Maori
and Pacific peoples

- To disseminate information, results

and findings

- To promote educational

programmes and material relating
to research undertaken by CCRep

- To form a relationship of mutual

co-ordination and co-operation
with the South Auckland Health
Foundation

- To develop relationships with

similar bodies in New Zealand
and internationally
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Review of the Year
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CCRep is governed by a Board of Trustees and our activities
are driven by the objectives listed in our Trust Deed.

Fellow Trustees,

CCRep's continuing achievements are fully
reported in the General Manager’s and
Clinical Director’s reports which follow. The
year under review consolidates a decade
of development work and gradual, logical
extension of the core clinical trials activities.

2009/2010 saw several important
investments in CCRep’s infrastructure which
prepare the business for expansion. And
the physical space to permit that expansion
is in sight as additional space is being built
on the site adjoining current premises.
Once fully implemented, the selected
clinical trial management software will add
depth, efficiency and scalability to CCRep's
operations. With additional senior bio-
statistical resource we can add more value to
investigators.

This year, in my report, | would like to

focus my comments on the developing
context for CCRep's future. After lengthy,
considerable and multi-party consultation
the shape of a medical technologies
innovation hub is clarifying. Initially it draws
heavily on the resources of CMDHB as it is
complementary to Ko Awatea, the Centre
for Health Services Innovation. Over time it
will have nationwide involvement with other
DHBs, primary care organisations, tertiary
institutions and health sector industry
groups. Several government ministries

and agencies are also stakeholders. So it
remains a patient and detailed exercise to

align these several interests behind agreed
objectives and operational practices.
Reaching agreement and executing on the
organisational structure that represents are
now in sight and it is clear that clinical trial
management will be a central activity.

Recognition is due to the many at CCRep
who have contributed to that effort.

Thanks are also recorded to Peter Gow who
resigned from the Board during the year

as his role at CMDHB changed. He was an
establishment Trustee and should be proud
of the institution with which he has been
associated from inception.

Here | would like to record the continuing
freely given time and consideration of the
Trustees.

They support a dedicated and focussed
management and staff.

Anne Blackburn
Chair CCRep



The Board of Trustees

July 2009 - June 2010

Ms Anne Blackburn (Chair)

Anne Blackburn has a background in
banking, governance and strategic advice.
She currently has appointments to the
Boards of TVNZ, New Zealand Venture
Investment Fund, UNITEC, Auckland Council
Property Limited, Royal District Nursing
Service New Zealand Limited and Forsyth
Barr. Anne is also Chair of The Royal New
Zealand Ballet and on the Board of the
Chinese Language Foundation.

Brad Healey (Deputy Chairperson)

Brad Healey is the General Manager
Medicine, Counties Manukau District Health
Board. He is also a director of health Alliance,
ajoint venture shared services company
owned by CMDHB and Waitemata DHB. Brad
is a chartered accountant by profession and
has worked in both Wellington and London
with PricewaterhouseCoopers.

Alistair Burry

Alistair Burry is a financial governance
consultant now spending most of his time in
various charitable activities, including CCRep.
These include being the founding Chairman
(now Finance Director) for The Stellar Trust
Inc., which was established in late 2008 to
reduce the demand for methamphetamine
(the drug “P") in New Zealand. Previously,
Alistair spent 16 years with the Fletcher
Challenge Group in various senior Finance
roles and later held the position of Chief
Financial Officer for Metlifecare Ltd and
Counties Manukau District Health Board.

Peter Gow

Dr Peter Gow did his post-graduate training
at Guy’s Hospital in London and has been
Head of the Department of Rheumatology
at Middlemore Hospital, Counties Manukau
DHB since 1978. He is also an honorary
clinical Associate Professor at the South
Auckland Clinical School. Peter is the current
chair of the CMDHB Research Committee.
He was a leading proponent in the
development of CCRep has been a Trustee
since its founding in 2001.

Rod Jackson

Rod Jackson is a professor of Epidemiology
in the Section of Epidemiology & Biostatistics
at the School of Population Health,
University of Auckland. He is a member of
the New Zealand College of Public Health
Medicine. Rod is the academic leader of
the PREDICT programme which uses a
web-based clinical decision support system
to get evidence about CVD risk and risk
management, into and out of primary care
practice simultaneously.

Judy Kilpatrick

Judy Kilpatrick leads the School of Nursing
at the University of Auckland and in 1998
was awarded the Companion to the New
Zealand Order of Merit for services to
nursing education. Internationally she is
on the Health Sciences Executive Board

of Universitas 21 and is also an Executive
Board member for InterEd (International
Association for Interprofessional Education
and Collaborative Practice). Judy is also an
executive member of the Council of Deans
of Nursing and Midwifery (Australia and New
Zealand).

Don Mackie

Born in the UK and educated in London
Don went to Manchester University Medical
School and specialised in anaesthesia. Don
has worked as an anaesthetist in hospitals
large and small, including four years
teaching at the University of Michigan. He
also worked at Hutt Hospital as Clinical Head
of the Emergency Department. He was
appointed Chief Medical Officer at Counties
Manukau DHB in 2006. He currently chairs
the national Chief Medical Officers’group.

Wayne McLean

Ko Taupiri te maunga

Ko Waikato te awa

Ko Waikato tangata Waikato Taniwharau
He Piko, he Taniwha he piko he Taniwha

Founding member of Raukura, Mr McLean
is also Chief Executive. He is an accountant
by profession and has worked in the health
arena for 27 years. Wayne has served on

a number of Boards including the Health
Funding Authority, Counties Manukau

DHB, and the National Health and Disability
Advisory Committee. In addition to Raukura,
Wayne chairs Hauora Waikato Maori Mental
Health Service and serves as a trustee of
North Waikato PHO.

Harry Rea

Harry Rea is Professor of Integrated Care
and Medicine, based at the South Auckland
Clinical School. His backgroundis as a
respiratory physician and researcher.

His current research interest is in the
development of programmes of care for
those with long term conditions (including
COPD), and in particular, the integration of
primary and secondary care.

CCRep Annual Report 2010 - Page 5



General Manager’s

Review of the Year

July 2009 - June 2010

Now in its 10th year of operation, CCRep enjoys a privileged place at
CMDHB providing an increasing number of investigators with research
support services. A reflection of our success is the increase in CCRep’s
activity outside our traditionally strong area of sponsored clinical trial
management. It is therefore pleasing that alongside this expansion of our
activities CCRep has also delivered a strong financial performance over a
time of significant economic uncertainty.

CRep continues to deliver on
its strategy of being the driving
force behind the development
of a research culture at CMDHB.
With the CMDHB Research
Strategy as a guide, both CCRep and CMDHB
are collaborating to further the Strategy’s
goals. CCRep’s response has included
investment in resources for the development
of new research governance processes
at CMDHB which will see improved rigor
around approvals and resource utilisation
for research. In addition, clearer guidance
will be provided for researchers from other
institutions wishing to collaborate with
CMDHB. CCRep has increased its capacity
to deliver research workshops with the aim
of encouraging more first-time researchers
to take up the challenge of addressing
health needs identified in the CMDHB
District Strategic and Annual Plans. CCRep's
Innovation Fund (co-funded by CMDHB
and CCRep since 2008) facilitates many of
these projects by providing a local funding
source within a structure supportive of
new researchers. Four projects have been
completed and a further 12 are underway.
CCRep's ability to further support such
activity was bolstered this year by the
appointment of Associate Professor Alain
Vandal from McGill University to a joint
biostatistics position created by CCRep with
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Auckland University of Technology (AUT).
Alain’s appointment strengthens this key
capability at CCRep which is essential for
developing new projects and programmes
of research, and signals the beginning of a
strategic partnership with AUT.

A dominant factor over the 2009/10
financial year has been the global economic
downturn and the impact it has had on
many of CCRep's clients. In combination with
a number of significant mega-mergers in
the pharmaceutical industry there was the
potential for CCRep’s clinical trial operations
to be affected significantly. While there

was a small drop in the number of trial
opportunities offered to CCRep in the period
to December 2009, the first half of 2010 has
again seen an upswing in trials underway.

Overall, trials conducted over the 12-month
period remained steady compared to last
year, 82 (09/10) versus 84 (08/09). However,
the financial challenges remain and the
trends reported last year (falling average trial
revenue coupled with increased complexity)
continue. It is therefore satisfying that
CCRep's revenue from clinical trial activity
increased by 5% to $2.94M, and $212k

has been generated to support future
research-related activities. Together with
strong revenue streams from grants, funds
management and consulting activity,
CCRep’s total net income was $1.26M,
yielding a surplus of $171k.

The success of CCRep has been recognised
this year during the process of the
Parliamentary Health Select Committee’s

NUMBER OF TRIALS AT CCREP
AT YEAR END
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In this second CCRep annual
research report it is pleasing to
be able to report on the scope
and success of CCRep’s research
activities. Stuart Ryan

General Manager, CCRep

Ve
4 f




General Manager's
July 2009 - June 2010

Inquiry into Improving New Zealand's
environment to support innovation through
clinical trials. A number of submissions

to this committee singled out CCRep's
leadership in DHB clinical trial management
in NZ and praised the model as one which
is worthy of closer inspection through the
Inquiry process. CCRep has also received
recognition of our support for investigator-
initiated grant-funded trials and we are
developing new processes to support
device manufacturers looking for clinical
trial support and advice. This broader

focus has positively affected the balance

of our research activities with 28% now
being made up from non-Pharma research
projects compared with just 12% in 2007.
One outcome of this capability is continued
success with grant applications to the
Health Research Council, this year playing
host to 2 newly successful grants led by

Dr Adrian Trenholme and Dr Stuart Jones.

Looking forward, several projects that
have been worked on this year will come
to fruition, further strengthening and
expanding CCRep’s capability:

Looking forward,
several projects that
have been worked on
this year will come

to fruition, further
strengthening and

expanding CCRep’s
capability:
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Review of the Year continued

The Middlemore Tissue Bank, a
regional resource for the collection
and storage of cancer biospecimens
for future, unspecified research will
open in November 2010, thanks to the
generosity of the Founding Sponsor,
the Freemasons Roskill Foundation.

See page 20.

A software-based Clinical Trial
Management System (CTMS) will
become operational at CCRep in 2011.
[t will be the first CMTS system operated
by a clinical trial site in NZ.

In addition, we have found ourselves at the
cutting edge of new health technologies,
being the site for Living Cell Technologies’
xenotransplantation trial. CCRep’s Clinical
Director, Dr John Baker, is the Principal
Investigator and has been successful in
enrolling 8 patients willing to trial this new
treatment for type 1 diabetes. An extension
involving a further 4 patients will see the
trial continue for another 18 months.

Of course any organisation is only as good
as its people — and CCRep has good people
in abundance. In recognition of their
performance all their names have been
printed on the inside of the back cover of
this report. As CCRep continues to strive to
be the best it can be, it is only through the
dedication and hard work of the staff that
we are able to produce a successful and
enduring organisation. Our vision “Creating
the Future of Healthcare” captures the
essence of what CCRep stands for; the best
people working on newest and most and
innovative products which ultimately will
deliver better outcomes for patients.

In 2011, CCRep will welcome automated
efficiency into its trial management via a
CTMS, will be operating a fully functional
tumour/tissue bank, and we anticipate
the opening of a new Innovation Hub at
Middlemore Hospital with the potential to
further enhance the research environment
at CMDHB. CCRep’s future is very exciting
and it is a pleasure to lead such a dynamic
organisation.

Your
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Clinical Director’s

Review of the Year

July 2009 - June 2010

CCRep is currently
managing 64
pharmaceutical industry
clinical trials, a slight
decrease in numbers
since last year.

Clinical trial activity — progress

rovisional surplus to Specific
Funds for the year 2009-10 was
7.2% of clinical trial revenue,
excluding grant-funded trials
(i.e.NZ$211,762). The surplus is
lower than last year because some long-
running, high-revenue trials were completed
in the interim and because of the run-on
effect of the global financial crisis. There has
been a small increase in accumulated funds
in CCRep Specific Funds which currently
contain NZ$3.03 million. These monies
are protected under the Charitable Trust
umbrella and must be spent as specified
in the CCRep Charitable Trust Deed (i.e.
to undertake, conduct, promote, advance
and fund research, audit, evidence based
practice and education in such fields or
areas as medical science, health Infomatics,
clinical practices, health related services
and care delivery, in Auckland, or in New
Zealand). The financial statements provide a
separate accounting of these figures.

Unfortunately, the introduction of the
web-based Clinical Trial Management
Software (CTMS) planned for 2010 had to
be delayed because Information Services
(HealthAlliance) was unable to provide the
necessary support. We now expect that
CTMS will be implemented in early 2011
and we look forward to the associated
improvements in operating efficiency,
financial reporting, and productivity. Lack
of space is the other major factor limiting
growth of the business. Our staff numbers
are at a maximum for the space allocated to
us which effectively limits further expansion
of our clinical trial activity.

Research Strategy

In May 2009, the CMDHB Board signed off
the CMDHB Research Strategy. Counties
Manukau is the first DHB in New Zealand

to have a formal Research Strategy. There
were 4 goals: (i) infrastructure - which
includes workforce, process and facilities
development; (i) participation - which seeks
to increase the numbers of patients enrolled
in research studies; (iii) Maori consultation;
and (iv) targeted activities to fulfil Pacific
research aspirations.

In support of the first goal, a formal
research policy was developed and signed
off by Clinical Management Executive
Committee in May 2010. An ungraded
research webpage on SouthNET (CMDHB
intranet) was introduced in September
2010 providing an improved process of
registering research projects and obtaining
internal approval. A research webpage for
non-CMDHB investigators is also under
development.

In support of the second goal, an Innovation
Fund jointly supported by CCRep and
CMDHB has now been operating for 2 years.
The Innovation Fund seeks to foster “grass-
roots” activity and the creation of a research
culture at CMDHB by providing seed-
funding for pilot research studies by novice
investigators. To date, 16 project grants have

been awarded totalling $129,652. CCRep has
attempted to encourage application to the
fund by nurse and Allied-health researchers
by organising a series of research workshops
before each funding round in March and
September. These workshops have been
over-subscribed and they have led to a
number of good-quality grant applications.

The Research Strategy also recommended
an on-site biostatistics service as a key
requirement for developing research activity.
A fulltime biostatistician position jointly
funded by CCRep and CMDHB was created
in November 2008 and Irene Zeng was
appointed to the role. In partnership with
AUT University, we have also created an
academic Associate Professor position and
Alain Vandal was appointed to the role in
July 2010. Alain is extremely well-qualified
as former Associate Professor of Statistics
at McGill University in Canada from
2006-2010. Alain has been given the key
tasks of increasing Public Good research
grant applications from the site and
expanding our biostatistics service. Alain
hopes to set up a Masters level training
program in biostatistics at Middlemore in
2011 through the AUT Faculty of Health &
Environmental Sciences.

The proliferation of research activity on the
site has generating an increasing burden

CCREP FUNDS BALANCE

$2,000,000

$1,000,000

2005
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Clinical Director’s

July 2009 - June 2010

for the Maori Research Review Committee
(MRRC) which reviews and comments on
all full ethics committee applications and
expedited ethics committee applications
involving Maori. Additional funding is being
sought to further bolster the MRRC so they
can continue their excellent work.

Research Fellows

To date, a key use of Specific Funds has
been the appointment of research fellows.
Currently only 5 positions are filled (i.e.
Endocrinology, Cardiology, Rheumatology,
Gastroenterology, and Renal). CMDHB
provides generous support funding 75%
of the salary. In return, research fellows
provide back-up to sub-specialty registrars,
support after hours weekend and night
General Medicine rosters, and provide a
key locum-target for the RMO office. The
importance of this resource to the Division

Pharma
Device
Biotech
Cognitive
Other

Investigator Trials

Innovation Fund
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Review of the Year continued

of Medicine cannot be overstated. These
are also valuable training roles, yet the
positions continue to be undersubscribed.
Part of the problem is a shortage of RMOs
in the Auckland region. The Auckland
Regional RMO Service (ARRMOS) has

filled the Cardiology, Rheumatology, and
Gastroenterology positions on a fairly regular
basis. Ideally, the other positions should

be filled by advertising and recruitment
overseas. This recruitment process needs to
be coordinated through a central agency.

Centre for Health Services
Innovation (CHSI) and the
Innovation Hub

CHSlis a partnership between CMDHB,

MIT, AUT, and the University of Auckland
which aims to address the future manpower
requirements of the CMDHB by establishing
a major training and education centre for

TRIALS BY TYPE AT CCREP

2005

2004

nurses, medical students and allied-health
professionals. After many years of planning,
CHSI 'has taken a major step forwards with
the appointment of Professor Jonathon Gray
as Head of CHSI (arriving in November 2010)
and the construction of the CHSI building
on the Middlemore car park outside the
Support Building (Building 30) beginning in
September 2010.

CCRep has no role in CHSI. However,

CCRep will play an important part in the
development of the Innovation Hub which is
allied with CHSI and which seeks to establish
CMDHB as an important centre for research
and development by exploiting technology
developed on-site and by forging
partnerships with industry. CMDHB senior
clinicians and CCRep will play a key part in
operation of the Innovation Hub.

Dr John Baker
Clinical Director, CCRep

2010
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Annual

Research Highlights

Successes from the last 12 months

Research Governance and Policy

n May 2009 the CMDHB Board signed
off the CMDHB Research Strategy, Te
Kaupapa Rangahau Hauora o Counties
Manukau District Health Board.
CCRep has been working closely with the
CMDHB Research Committee to develop a
framework which would allow the goals of
the strategy to be implemented within the
next 5 years. CCRep has funded additional
resourcing which has resulted in writing
of a new CMDHB Research Policy, revised
governance policies (including revision
of the research approval process) and an
expansion of the CMDHB Research website.
These steps are intended to encourage
research activity and participation in
research, reduce bureaucracy and make
it easier for other research institutions to
interact with CMDHB. An integral part of the
strategy is to encourage greater consultation
with Maaori and Pacific and increase the
capability of these groups to interact
meaningfully with health researchers.

HRC funding and Subcontracts

CCRep was successful in securing two
significant grants from the Health Research
Council of New Zealand. The first was an
emerging researcher grant of $147,000
awarded to Dr Stuart Jones for his research
into hypertension and obstructive sleep
apnoea in pregnancy. The second grant
was for $1.2 million and was awarded to
Dr Adrian Trenholme for his research into
paediatric lung disease. This is a 3-year
project which will begin in October 2010.
These new projects add to the other 6 HRC-
funded projects ongoing at CCRep.

Update — LCT sponsored
Xenotransplantation Trial

The first participant in the Living Cell
Technology (LCT) sponsored xenotrans-
plantation study was transplanted in
October 2009. A further three participants
received the 10,000 islet equivalents (IEQ)
dosage transplants between October

and December 2009. Following a safety
analysis the remaining 4 participants were
transplanted at the higher dose of 15,000

NUMBER OF INVESTIGATORS
INVOLVED IN TRIALS AT CCREP
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IEQ. Due to the positive nature of the results
and lack of any safety concerns LCT have
decided to extend the trial to 12 participants
in total with the last 4 transplanted at 20,000
IEQ. An application to the Northern X Ethics
Committee and the Minister of Health for
approval to extend the current study was
successful and the extension will be started
in October 2010.

Appointment of Academic
Biostatistician

In August 2009 the CCRep Board agreed to
provide funding for a biostatistician with

an established academic pedigree to join
CCRep. A co-appointment with a tertiary
institute was a condition of funding and

we were very pleased to be able to partner
with Auckland University of Technology
(AUT) to fill this role. The position is shared
(0.6 FTE for CCRep) but the vision is that this
role will increase AUT research focussed on
South Auckland as well as bolstering CCRep's
biostatistics capability. Appointed in March
2010, Associate Professor Alain Vandal from
McGill University in Canada will take up the
role from July 2010 working closely with
CCRep biostatistician, Irene Zeng.

DHB indemnity

Stuart Ryan led the development of a
standard Indemnity and Compensation
Agreement for use at District Health Boards
in New Zealand. The aim of the template was
to bring consistency to the indemnification
provided by sponsors for research at

DHBs and also to speed up the process

of negotiation and agreement which was
causing delays in trial start-up. Launched on
November 1, 2009 it was revised and version
2 released in July 2010. Work is now ongoing
on the development of standard Clinical Trial
Agreement for use in NZ.



Biotech & Devices Update focus group discussions to identify end

user needs, protocol development and trial

regulatory submissions — all key parts of

the successful development of marketable CCREP STAFFING LEVELS
medical devices.

Over the last year CCRep has developed a
new strategy for its interactions with biotech
and medical device companies. To provide
better services to such clients CCRep has
created a framework for linking CMDHB
clinicians with local companies to aid in
product development and product trials.
This framework has been developed to . Management
ensure that structured interactions between
corporate and clinical parties are successful
and has been utilised by several local . Clinical
medical device companies already. . Other

. Research Support

An example of CCRep's activity in this field

is our partnership with Industrial Research
Ltd (IRL) and their Engineering and Applied
Physics group. Services provided include
early validation trials of skin imaging devices,

2010

CCRep has created a framework
for linking CMDHB clinicians

with local companies to aid
in product development and
product trials.




Ongoing Research

CARDIOLOGY

Research Staff 4 Research Nurses

Investigators Andrew Kerr, Douglas Scott, Patrick Kay, Selwyn Wong, Niels van Pelt,
Mayanna Lund

Number of Active Studies 14

Consistency has been the key to another successful year of industry-sponsored research in the Cardiology portfolio.
Meeting recruitment targets for trials has been rewarding for all contributors and has consolidated the reputation of
the portfolio with Pharma and Device company clients.

There has been greater variation in the populations targeted which has provided opportunities to involve more
cardiac patients in trials.

The investigators continue to have a strong interest in their own research and this has been supported through
successful grant applications and collaboration with investigators at other institutions.

Highlight for the 2009-10 financial year

This financial year has seen our most successful cardiac stent trial to-date. A lot of hard work went into recruiting
good numbers despite a 1:6 screen failure at angiogram. The Sponsor’s satisfaction with our performance has been
acknowledged by an approach to be lead site for their next trials.




RESPIRATORY

Research Staff 3 Research Nurses, 1 Research Coordinator

Investigators Jeff Garrett, Fiona Horwood, Lata Jayaram, Conor O'Dochartaigh,
Conroy Wong

Number of Active Studies 8

It has been an exciting year for respiratory research with the establishment of a new research team, supported by a
very keen team of Senior Medical Officers (SMOs). There has been a very positive relationship between CCRep and
SMOs, with a regular research meeting and sharing of study and budget information.

Over the year, 4 sponsored trials closed out with healthy surpluses transferred into the Respiratory Fund. Presently
there are 2 new studies in progress and 2 more about to commence.

Highlight for the 2009-10 financial year

Recruitment of 140 patients from 3 sites completed and follow-up meeting expected time frames for the HRC-
funded EMBRACE trial in which Dr Conroy Wong is Principal Investigator.

Research Staff 1 Research Coordinator, 1 Research Nurse
Investigators Mark Marshall, David Voss, Saib Abbas, Chris Hood, Michael Lam
Number of Active Studies 4

Three sponsored drug trials have been undertaken in the Renal Department this year. In addition, we have seen the
close out of one long-term trial and the early termination of another.

Current activity is focussed on applying for contestable funding from NZ and international sources to support
three separate department-driven, investigator-led projects. This follows the success of an Otago University
application to the 2010 Health Research Council Annual Funding Round with “Dialysis Outcomes In Those Aged
65 Years and Over”in which Dr Mark Marshall is a named investigator. In addition, the Department of Renal
Medicine is participating in three international studies coordinated under the Australasian Kidney Trials Network
(BLOCADE, FAVOURED, PEXIVAS)

Highlight for the 2009-10 financial year

Successful completion and close out of the long-term BalANZ trial which successfully recruited above the initial
target and had a successful financial outcome.

RHEUMATOLOGY

Research Staff 2 Research Nurses
Investigators Peter Gow, Sunil Kumar
Number of Active Studies 7

While the number of trials is quite high rheumatology trials generally have small numbers of patients enrolled and
are quite complex. Achieving target recruitment is always difficult and has proved to be the case this year as well.
Additional medical support is required and work is ongoing to enhance this resource deficit. Two new studies are
expected to commence this year with prospects of full recruitment looking positive.

Highlight for the 2009-10 financial year

CCRep has had great success in conducting the HRC-funded trial “The Genetic Causes of Gout in NZ"
Working closely with the NZ Arthritis Foundation and the University of Otago (Dr Tony Merriman) in conducting
this trial CCRep is on target to meet project milestones.
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Ongoing Research Cont.

Research Staff 5 Research Nurses, 1 Research Coordinator, 1 Research Assistant,
2 Research Fellows

Investigators John Baker, Ajith Dissanayake, Brandon Orr-Walker, lan Rosen

Number of Active Studies 16

Diabetes continues to be one of the busiest therapeutic areas for CCRep. This financial year has seen some activity in
areas of diabetes treatment not previously researched by CCRep (e.g. diabetic neuropathy, xenotrasplantation). This
combined with successful recruitment has ensured that there is a strong pipeline of new work from our major client
companies.

Increased rates of global recruitment and premature study termination have put pressure on the team to achieve
recruitment targets in tighter timeframes leading to increased attention being paid to developing better pre-
screening activities.

Highlight for the 2009-10 financial year

The successful recruitment into the Living Cell Technology-sponsored xenotransplantation trial and the subsequent
application for a dose-increase extension.

PATOLC
Research Staff 1 Research Nurse
Investigators Ed Gane, Stephen Gerred
Number of Active Studies 4

The close out of two hepatology studies has led to a reduced activity in this therapeutic area. However, the two
Gilead-sponsored hepatitis studies have entered a further extension phase allowing the participants to remain on
the trial drug for another 2 years.

The departure of one of the department’s Principal Investigators, Associate Professor Ed Gane, and the appointment
of a new Clinical Head, Dr Ravinder Ogra, have meant substantial change in the department’s focus on research
activity. Assessment of the research capabilities and priorities in the department will happen in the next financial
year with the aim of introducing new clinical trial opportunities.

Highlight for the 2009-10 financial year

The extension of the Gilead-sponsored hepatitis studies by 2 years allowing participants to receive study drug and
ongoing care from the research staff.

PAEDIATRICS

Research Staff 1 Research Nurse (CMDHB)
Investigators Adrian Trenholme
Number of Active Studies 1

The paediatric research team have again been successful in securing grant funding to progress research into
paediatric lung disease. Charissa McBride (Research Nurse) and Adrian Trenholme have worked hard to obtain
pilot data to aid in the development of an intervention programme aimed at reducing the long-term effects of
chronic lung disease. In October an application was made to the HRC to support a randomised control trial of this
intervention programme. This application was successful and the project will go ahead in the next financial year.

Highlight for the 2009-10 financial year

Securing a $1.2 million grant from the HRC to research an intervention in children at risk of developing chronic lung
disease.

Page 16 Centre for Clinical Research and effective practice



EMERGENCY MEDICINE

Research Staff 3 Nurse Specialists (CMDHB)
Investigators Vanessa Thornton, Wayne Hazell, Louise Finnell, Eunicia Tan
Number of Active Studies 1

This year for the first time CCRep has interacted successfully with the Emergency Department to undertake a
sponsored clinical drug trial. A team of specialist nurses and emergency doctors were trained by CCRep and

the Sponsor to manage and coordinate the trial. The capability and willingness of the medical, nursing and
management team is encouraging, and coupled with the relationships that have been developed between CCRep
and the Emergency Department a successful research portfolio should emerge in the future.

Research Staff 3 Research Nurses
Investigators Tony Williams
Number of Active Studies 4

The majority of the research done in Middlemore Hospital Intensive Care Unit (ICU) is initiated through the Australia
and NZ Intensive Care Society’s (ANZICS) Clinical Trials Group (CTG). As a result there is currently only one sponsored
trial in progress. The ANZICS trials are often focused on treatment methods to continually look at efficacy and cost
improvements in the treatment of patients in the ICU.

While the sponsored trials are financially very rewarding for the department, the complexity of these trials makes
them difficult to recruit for and hence they have lower priority alongside the CTG trials.
Highlight for the 2009-10 financial year

The highlight for this year has been the commencement of the ARRIS.E. study, a collaborative study with ANZICS,
assessing a novel strategy to improve the quality of resuscitation in sepsis patients. Despite working with a very
limited budget and the nature of the study being resource intensive, the department has been able to work with
the Emergency Department and recruit successfully to the trial.

HAEMATOLOGY

Research Staff 4 Research Nurses

Investigators Hilary Blacklock, Gordon Royle, Lucy Pemberton, Samar Issa,
Sharon Jackson

Number of Active Studies 13

In this very busy portfolio, malignant, general and coagulation haematology trials have been run successfully.
Coagulation trials are contributing in the search for an alternative to the standard warfarin. Malignant haematology
trials show promising patient outcomes from new Pharma-sponsored study drugs. The strong partnership with
Australasian Lymphoma and Leukaemia Group (ALLG) continues and is supporting the accessibility to expensive
treatments for patients.

Highlight for the 2009-10 financial year

The Vantage Trial, studying a new treatment for multiple myeloma, while slow to recruit initially increased in the
later half of this financial year. The initial indications of remission from this disease are exciting and rewarding for the
team involved.

The TIDAL 2 study is advancing the management of chronic myeloid leukaemia — CCRep is the second highest
recruiter in Australasia.
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from the founding Clinical Director

The Middlemore Tissue Bank

ancer is the second leading

cause of death in New Zealand.

The Ministry of Health Cancer

Statistics report, released in

February 2010, is projecting
substantial increases in risk projected for
Hodgkin’s disease (HD) and non-Hodgkin's
lymphoma (NHL), leukaemia, kidney, liver
& thyroid cancers in both sexes; myeloma
& prostate cancer among males and breast
cancer among females meaning that
incidence is forecast to increase. Research
is needed to understand and reverse this
trend; the Middlemore Tissue Bank (MTB)
will provide researchers with the resources
to undertake this work.

Since its launch in June 2009, the MTB has
taken major steps towards opening its doors
to receive the first tumour samples.

A CCRep vision, plus a generous
establishment grant from the Freemasons
Roskill Foundation, meant that this long-
awaited initiative has become a reality. We
have come a long way since Stuart Ryan and
I had our first discussion regarding the need
to establish a tissue tumour bank 2 % years
ago. Since the launch, we have appointed
Ms Daphne Mason as Curator who has

put an enormous amount of effort into
establishing and building the bank.

Our goal was to establish a comprehensive
Tissue Bank at Middlemore Hospital which
will become a regional collection of human
tumour-related and research biospecimens.
We also wanted to create a comprehensive
database with information specific to
cancers common in New Zealand, provide
scientists with access to the vast amount of
cancer tissue samples required to support
research projects which will eventually
attract talented, well-funded scientists to the
region and encourage collaborative research
projects.

Ethics approval for the establishment of
the MTB was obtained in April 2010 with
input from the CMDHB Maaori Research
Review Committee and local Kaumaatua
who supported our vision, and Te Kaahui
Ora (CMDHB Maaori Health Team) that
contributed to Patient Information &
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Consent documentation. However, our
consultation with Maaori and Pacific People
began with the launch of the MTB in June
2009 and we will continue to develop and
strengthen our partnerships as the MTB
grows.

We have put together a Scientific Advisory
Committee, with high calibre researchers
from CMDHB, Auckland DHB and the
University of Auckland. This committee

will review the scientific value of research
proposals submitted to use samples held
by the MTB and advise on the development
of directive sampling procedures and
processing of tumour samples. We also
have established a Middlemore Hospital
Operational Committee that has been busy
drafting a plan to initiate tumour sample
collection at CMDHB, helped with finalising
the Patient Information Sheet and Consent
Form, and writing a brochure for donors
and families. A summer student fellowship
granted by CMDHB enabled us to appoint
a student who drafted a Health Information
Management Policy, and we are in the
process of developing systems and Standard
Operating Procedures for the bank.

Work is also underway to finalise
membership of the Governance Committee
now that Sir Bruce Slane has been
appointed as the chairperson.

CMDHB has generously provided space in
the basement of the newly built Edmund
Hilary Block at Middlemore Hospital. It also
contributed substantially to the cost of the
fitting out the space. Construction is on
schedule and we are planning to open the
doors for collection in early November 2010.
The MTB will have a storage area where up
to six -80°C freezers will be placed, a sample
processing area and an administration area.

The Freemasons Roskill Foundation were
once again very generous in their support
and have approved a grant to enable us
to purchase a state-of-the-art database
and information system (Cresalys®), where
we will securely store donors’coded
information.

We started consultation and partnerships
with different national and international

tissue banks including the Christchurch
Cancer Society Tissue Bank, The Australasian
Leukaemia and Lymphoma group, the
Victorian Cancer Biobank and the Mayo
Clinic tissue banks.

We have entered a partnership with the
Leukaemia and Blood Foundation of

New Zealand (LBF), and have received
donations from the Papakura Ladies Club,
Acorn Scientific, LBF and the Guardian
Trust (through the South Auckland Health
Foundation) which helped us purchase
much needed equipment for the MTB. The
current web site will be enhanced as tissue
collection starts and the collection grows.

We have been invited as guest speakers

to talk about our experience, the MTB and
tissue banking in general to many patients,
doctors and support group meetings,
conferences, symposia and gatherings
locally and regionally. Our aim is to raise
awareness and knowledge about why we
need a tissue bank.

In summary, we have achieved a great deal
in the 15 months since we launched the
MTB, but our journey is just beginning and
we are looking forward to the future and
to serving our researchers, patients and
community.

Dr Samar Issa
Founding Clinical Director
Middlemore Tissue Bank
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Daphne Mason & Stuart Ryan
Inspect the new tissue bank rooms during construction

A CCRep vision, plus a generous
establishment grant from the
Freemasons Roskill Foundation,
meant that this long-awaited
initiative has become a reality.
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Annual CCRep

Innovation & Awards

CCRep Innovation Fund

"To deliver health benefits to the Counties
Manukau population’

CCRep created this Local Fund to make

up to $10,000 available to CMDHB staff for
innovative research projects. The Inaugural
funding round commenced in April 2008
with a call for applications. Since this time
16 projects have been funded via this
programme.

CCRep created this fund to encourage new
ideas and overcome financial barriers to
start-up/pilot projects at CMDHB. Grants

are awarded for small research projects,
pilot studies or initiatives that are original
and will contribute to achieving positive
health outcomes for the communities of the
Counties Manukau region.

The CCRep Innovation Fund is supported by
CMDHB and all projects are required to show
how they address important local issues,
specifically those identified in the CMDHB
District Annual Plan and District Strategic
Plan.

The CCRep Innovation Fund has 2 rounds
each financial year — September and March.

CCRep Innovation Fund -
successful applicants in 2009/10

Dr Teddy Wu Stroke
The significance of troponin in predicting outcome of stroke patients

Dr Anthony Djurkow  Psychiatry
Improving the process of assessment for inability of work and granting sickness benefit for
people with chronic mental illness

Claire O’Brien Diabetes
Efficiency of a’'hypo pack’for treatment of moderate-severe hypoglyceamia in type 1 and 2
diabetics within a medical ward

Charlene Swanevelder Respiratory
A randomised trial of intradermal versus subcutaneous local anaesthetic for arterial blood
gas puncture

Theresa Busler Diabetes
Is the electronic discharge summary (EDS) effective as a communication tool?

Shirley Collocott Hand Therapy
Effectiveness of splinting post Dupuytren’s contracture release

Hannah Cullinane
Live Well Pilot Programme

Spinal Unit

Naomi Van der Merwe Diabetes
Barriers to care in patients with Type 2 diabetes and vision-threatening retinopathy

Simon Young Surgery
Intraosseous antibiotics prior to total knee replacement

CCRep Young Investigator Award for Excellence (CMDHB Science Fest)

The CCRep Young Investigator Award is to encourage and promote leadership and quality in research by recognising a promising
investigator who has demonstrated excellence in their chosen field. This award is given to stimulate interest in research at CMDHB and
encourage young, talented individuals to present their work in a public forum. Award Value: $750 work-related study or travel costs.

2009/2010 recipient:

Gillian BalbirSingh - Stability of Antibiotics in Peritoneal Dialysis Solutions.

Division of Medicine Science Symposium — Best Presentation

The DivMed Science Symposium is a celebration of the research and scientific endeavours of the CMDHB Division of Medicine. Each
subspecialty is represented with one presentation from each. The CCRep prize for best presentation is open to registrars, research
fellows and nurses and is judged on the day by an invited panel of experts. Award Value: $500 cash prize.

2009/2010 recipient:

Jen Li Looi - Dobutamine stress echocardiography in post-recovery apical ballooning syndrome.
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