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C onc lus ion 

• P hys ic ian led 

 

• F lexibility and adaptability 

 

• P roven ability to rec ruit for patient s tudies  

 

• C omplex analytic al and imaging c apabilities  

 

• R obus t favorable E thic s /R egulatory E nvironment 

  

• C os t-effec tive Quality R es earc h 
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Introduction 

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

 
• Sites 

– CCST  
– ACS  
– Primorus 





F ac ilities  

• Two C linic al P harmac ology units  

 

• C o-loc ated with teac hing  
hos pitals  

 

• 40 beds  

 

• 45 F T E  s taff 

 

• P harmac ies  

 

• L aboratories  

 

 

       

Christchurch Hospital  

     CCST 

Auckland City  
    Hospital  

Auckland Clinical 
       Studies 



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 

 



Hepatology
11%

Nephrology
15%

Entry-in-Human
15%

Healthy Volunteers
42%

Respiratory
2%

RA
3%

Diabetes
3%

Dermatology
2%

Oncology
6%

Cardiology
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S tudies   A c ros s  T herapeutic  A reas  

Total Phase I/II studies 140  



C linic al E xpertis e 

  CCST/ACS Clinical Expertise 
 
  Richard Robson             Clin.Pharmacol.  
       Nephrology 
  Chris Wynne             Oncology 
  Ed Gane                 Hepatology 
   

Oncology  
ACS: Drs Mike Findlay,  
Mark McKeage,  
Vernon Harvey  
 

Oncology  
CCST: Drs David Gibbs, 
Dean Harris 

  
 

RA 
Drs John O’Donnell, 
Peter Chapman 

 
Metabolic/nutritional 
 studies 
Human Nutrition Unit  
(HNU) 
 

Dermatology 
Drs John Wishart, 
David Nicholl 

Haematology 

Drs Nigel Patton, 
Mark Smith 

Nephrology 

Drs Janak de Zoysa,    
John Irvine 

 

Respiratory 

Drs John Kolbe, 
Mike Epton, 
Richard Lang 

 



L ab C apabilities  

• 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 C apabilities  

• R outine imaging 

• C T  

• MR I 

• F unctional MR I 

• Ultras ound 

• Nuclear Medic ine  

• P E T  

 

• E xperimental imaging 

 

 



INF OR M -1 

 

 

 

 

• R ecruited 90% of patients  
(80) 

• 14 days  in-hous e 

• S etting new regulatory 
s tandard 

• New Hepatitis  C  treatment 
paradigm 

Hepatitis  B  

• Treatment-naive As ian male 
s ubjects  with E  antigen pos  
chronic  Hep B  

• Initially back up s ite for 
s ites  in S ingapore/ Taiwan 

 

• R ecruitment  

• Taiwan       1 

• S ingapore  5 

• Auckland   16 

R ec ent S uc c es s  S tories  



R ec ent S uc c es s  S tories  

 

 

 

 

• 120 Healthy volunteers , 50 patients  

 

• C ollaboration between C C S T  and 
AC S  

 



Tailored to Need 

Phase I/II Clinical Conduct 
at CCST & ACS 

Project Management 

Monitoring 

Data Management 

Protocol, IC and CRF  
development and review 

Ethics/Regulatory  
submissions 

Bio-Analytical &  
PD lab services 

Biostatistics and  
Medical Writing 



• P hys ic ian-led  

 

• C ollaboration with local world-c las s  res earchers  

  

• Ability to perform complex early phas e res earch  
– in healthy volunteers   

– in patient groups  acros s  multiple therapeutic  areas  

– Analytic al and imaging capability 

 

•  F lexibility and adaptability 

 
• F avourable but robus t regulatory environment  

 

Why Here?  
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