Early Phase Trials in New Zealand



Conclusion

Physician led

Flexibility and adaptability

Proven ability to recruit for patient studies
Complex analytical and imaging capabilities
Robust favorable Ethics/Regulatory Environment

Cost-effective Quality Research
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Introduction

 Types of studies
— Phase 1
— Phase 1b-2a
— PD/PK disease states
— Unregistered drugs, non-oncology studies

e Sites
— CCST
— ACS
— Primorus
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Facilities
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Type of Studies

Entry-in-Human
— Small & large molecule

Umbrella protocols (SAD/MAD/FE/Patient)
Special Populations
— Renal Impairment
— Hepatic Impairment
— Asian
Drug/drug interaction
ADME
Bioavailability
Food Effect
Proof Of Concept

Mass Balance



Patient Groups

Anaemia

— Renal patients
Allergic rhinitis
Antibiotics
Depression
Hepatitis C
Influenza

Parkinsons

Osteoporosis
Multiple sclerosis
Oral contraceptive
Pain
Immunosuppression

Urinary incontinence



Studies Across Therapeutic Areas

Nephrology Entry-in-Human
15% 15%

Hepatology
11%

Oncology
6%

Dermatology
2%

Diabetes
3%

Healthy Volunteers
42%
_ RA
Cardiology Respiratory 304
1% 2%

Total Phase I/Il studies 140



Metabolic/nutritional
studies

Human Nutrition Unit
(HNU)

Nephrology

Drs Janak de Zoysa,
John Irvine

Dermatology
Drs John Wishart,
David Nicholl

Oncology

ACS: Drs Mike Findlay,
Mark McKeage,
Vernon Harvey

CCST/ACS Clinical Expertise

Richard Robson
Nephrology

Chris Wynne Oncology

Ed Gane Hepatology

Haematology

Drs Nigel Patton,
Mark Smith

Clin.Pharmacol.

Oncology
CCST: Drs David Gibbs,
Dean Harris

RA
Drs John O’Donnell,
Peter Chapman

Respiratory

Drs John Kolbe,
Mike Epton,
Richard Lang




Lab Capabilities

CHL & LabPLUS - reference labs + PD markers

Extensive experience with sample processing and shipping
Covance Singapore, Cenetron US
World Courier, Marken

Examples
Repeat Biopsy processing
Cell stimulation
FACS



Imaging Capabilities

Routine imaging
CT
MR |
Functional MRI
Ultrasound
Nuclear Medicine
PET

Experimental imaging



INFORM -1

Oral combination therapy with a nucleoside polymerase
inhibitor (RG7128) and danoprevir for chronic hepatitis C
genotype 1 infection (INFORM-1): a randomised,
double-blind, placebo-controlled, dose-escalation trial

Edward | Gane, Stuart K Roberts, Cathering AM Stedman, Peter WAngus, Brett Ritchie, RobElston, David ipe. Peter N Marcos, Linda Baher,
el Najern, Tom Chus, Lir Lopating, M Michell dford, Mark Laughlin, Nancy 5 Shalman, Patrick  Smith

wrwow thelancet. com Published online October 15, 2010 DO1:10.1016/50140-6736(10)61384-0

Recruited 90% of patients
(80)

14 days in-house

Setting new regulatory
standard

New Hepatitis C treatment
paradigm

Hepatitis B

Treatment-naive Asian male
subjects with E antigen pos
chronic Hep B

Initially back up site for
sites in Singapore/Taiwan

Recruitment
Taiwan 1
Singapore 5
Auckland 16




Comparison of Subcutaneous and Intravenous Administration of Trastuzumab:
A Phase l/lb Trial in Healthy Male Volunteers and Patients with HER2-Positive
Breast Cancer

Chris Wynne*, Vernon Harvey, Christian Schwabe, Devonie Waaka, Christine Mcintyre,
and Beate Bittner

From Christchurch Clinical Studies, Christchurch, New Zealand (Dr Wynne, Dr Waaka);
Auckland Clinical Studies, Auckland, New Zealand (Dr Harvey, Dr Schwabe); and
F. Hoffmann-La Roche Ltd., Basel, Switzerland (Dr Mcintyre, Dr Bittner)

* 120 Healthy volunteers, 50 patients

e C(Collaboration between CCST and
ACS



Project Management

Monitoring

Data Management

Phase I/1l Clinical Conduct
at CCST & ACS

Biostatistics and
Medical Writing

Protocol, IC and CRF
development and review

Ethics/Regulatory
submissions

Bio-Analytical &
PD lab services




Why Here?

Physician-led

Collaboration with local world-class researchers

Ability to perform complex early phase research
in healthy volunteers

in patient groups across multiple therapeutic areas

Analytical and imaging capability

Flexibility and adaptability

Favourable but robust regulatory environment
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