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DAY 1 SATURDAY, 17th May starts at 08:30 

08:30 Registration 

 

08:45 Weekend opening and ice breaker  

Dr Angela Molga, Head of Unit, Dept Clinical Pharmacology, Central Adelaide Local 

Health Network  

 

09:00 Session 1: “TDM in Action: Navigating tricky situations in immunosuppressant 
management with Interactive cases" Part 1  

Dr. Jana Stojanova  

PhD BPharm, Senior Hospital Scientist, Quality Use of Medicines 

Department of Clinical Pharmacology & Toxicology, St. Vincent's Hospital, Sydney, 

Conjoint Senior Lecturer, St Vincent’s Clinical Campus, UNSW  
 

Facilitator:  A/Prof Bridin Murnion, President, ASCEPT, Senior Staff Specialist in 

Clinical Pharmacology and Toxicology, St Vincent’s Hospital, Sydney, and Associate 

Professor, Medicine and Health, UNSW 

 

09:45-10:15 Morning Tea 

 

10:15 Session 2: “TDM in Action: Navigating tricky situations in immunosuppressant 
management with Interactive cases" Part 2 

Dr. Jana Stojanova 

 

Attendees will need an electronic device with excel to be able to work through the 

case examples  

 

11:00 Trainee Presentation 1:  “ Clozapine rechallenge following myocarditis” 

 Dr James Mehrtens, Department of Clinical Pharmacology, Te Whatu Ora –Health 

New Zealand, Waitaha Canterbury 

 

11:30 Trainee Presentation 2:  “Hyperammonaemic coma associated with deferasirox 

use” 

Dr Mona F Sajeev, New South Wales Poisons Information Centre, Sydney Children’s 
Hospitals Network, Westmead 

 

12:00 Lunch 

 

12:45 Trainee Presentation 3: “Practical uses and possible pitfalls of AI tools in clinical 

pharmacology” 

Dr James Waetford, Christchurch Hospital, New Zealand 

 

13:15 Trainee Presentation 4:  “IPU for Dalbavancin for a Patient with Multidrug-
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Resistant Infection” 

Dr Sally Fotheringham, Royal Prince Alfred Hospital, Sydney, NSW   

13:45 Trainee Presentation 5: “A Framework for High-Cost Drug Approvals in Victoria”  

Dr Imogen Walpole, Austin Hospital, Department of Clinical Pharmacology 

 

14:15 Trainee Presentation 6:  “The Impact of General Schedule Access on Rituximab 
Prescribing Patterns at Local, State and National Levels in Australia”  

Dr Mitchel Hurlbert, School of Clinical Medicine, St Vincent's Healthcare Clinical 

Campus, Faculty of Medicine and Health, University of New South Wales 

 

14:45 Afternoon Tea  

 

15:00 Trainee Presentation 7: “Quality of reporting of interventional animal studies in 

rheumatology: a systematic review using the ARRIVE 2.0 guidelines” 

Dr Linda Sunny, Dept Clinical Pharmacology, Royal Adelaide Hospital, Adelaide, 

South Australia, 2Rheumatology Unit, The Queen Elizabeth Hospital 

 

15:30 Trainee Presentation 8: “An interesting trip” 

Dr Millie Wang, New Zealand Clinical Research 2Department of Clinical 

Pharmacology, Te Whatu Ora Health New Zealand 

 

16:00 

Presenting via 

MS Teams 

 Session 3: “What you need to know to use a target concentration approach to 
dosing”  
Prof Nicholas Holford 

Professor Emeritus Clinical Pharmacology 

Department of Pharmacology and Clinical Pharmacology 

University of Auckland 

 

Supporting material:   

https://clinpharmacol.fmhs.auckland.ac.nz/docs/clearance.pdf 

https://clinpharmacol.fmhs.auckland.ac.nz/docs/target-concentration-

intervention.pdf 

  

NextDose explains the practical details of concentration guided dosing using a target 

concentration approach to dosing: 

https://wfn.sourceforge.net/clinpharmacol/nextdose/index.htm 

 

16:55-17:00 Close day 1  

 

19:15 Dinner  

Malabar Restaurant, 1/274 Victoria Street, Darlinghurst 

https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinpharmacol.fmhs.auckland.ac.nz%2Fdocs%2Fclearance.pdf&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824367981424%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=pCPrXwYjo0NCPOkySWppOwrhoC9HFb7%2FsazsodYlQRc%3D&reserved=0
https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinpharmacol.fmhs.auckland.ac.nz%2Fdocs%2Ftarget-concentration-intervention.pdf&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824368000938%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=G%2FnspXYpqS%2Fy8lVlFo0oVNmjXNdhiMeTWfuoZGv4ys4%3D&reserved=0
https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinpharmacol.fmhs.auckland.ac.nz%2Fdocs%2Ftarget-concentration-intervention.pdf&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824368000938%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=G%2FnspXYpqS%2Fy8lVlFo0oVNmjXNdhiMeTWfuoZGv4ys4%3D&reserved=0
https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwfn.sourceforge.net%2Fclinpharmacol%2Fnextdose%2Findex.htm&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824368011072%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=yoZERZR3o4cYLptqbaxfkRc4veFk22PUqv9xRbj1ca8%3D&reserved=0
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DAY 2 SUNDAY 18th May starts at 08:30 

08:30 Session 4: Anticoagulants 

Dr Matt Doogue, Clinical Director, Clinical Pharmacology, Physician, General 

Medicine 

Waitaha Canterbury & Te Tai o Poutine West Coast & Dept of Medicine, University 

of Otago, Christchurch  

 

09:00 Session 5: "Ins and outs/pitfalls of TDM with interactive cases " 

Professor Johannes (Jan-Willem) Alffenaar, PhD, PharmD, Clinical Pharmacologist 

Chair of Clinical Pharmacy, President of the International Association of Therapeutic 

Drug Monitoring and Clinical Toxicology, Sydney Institute for Infectious Diseases 

(Sydney ID), Sydney Vietnam Academic Network, Sydney School of Pharmacy, 

Faculty of Medicine and Health, The University of Sydney  

 

10:00 Trainee Presentation 9: “Colchicine in patients with acute coronary syndrome: What 

is the evidence?” 

Dr Deisi Christopher, Department of Clinical Pharmacology, Flinders Medical Centre, 

Southern Adelaide Local Health Network 

 

10:30 Trainee Presentation 10:   “Therapeutic Drug Monitoring and Pharmacokinetic 
Challenges in a Oncology”  
Dr Irwin Kashani, Department of Clinical Pharmacology, Department of Oncology 

 

11:00-11:15 Morning Tea 

11:15 Session 6: Dabigatran kinetics, surrogate tests for dabigatran concentrations, and 

how all of this impacts on the use of idarucizumab  

 

Dr Darren Roberts, Clinical Pharmacologist, Royal Prince Alfred Hospital and NSW 

Poisons Information Centre 

 

11:45 Trainee Prize for Best Trainee Presentation 2025 kindly sponsored by CMAX  

 

Meeting Close  

 

12:00 Trainee Meeting (for all trainees)  

Dr Irwin Kashani Trainee Rep  
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Invited Speakers 
 

Sessions 1&2: TDM in Action: Navigating tricky situations in immunosuppressant management 

 

Dr. Jana Stojanova is a Senior Scientist at St Vincent's Hospital Sydney and 

holds a conjoint Senior Lecturer appointment at the University of New 

South Wales (UNSW). Her research focuses on optimizing medicine use 

through clinical pharmacology, therapeutic drug monitoring, and 

pharmacogenomics. She completed her PhD at INSERM's Pharmacology 

of Immunosuppressants in Transplantation Unit in Limoges, France, 

investigating pharmacogenetic risk factors in post-transplant 

lymphoproliferative disease. Her work spans multiple international 

settings, having held positions in Australia, France, and Chile, including as 

Associate Professor of Pharmacology at the University of Valparaiso Medical School. Dr. Stojanova is an 

active member of the International Association of Therapeutic Drug Monitoring and Clinical Toxicology 

(IATDMCT) and currently serves as co-chair of the 2025 Congres 

 

Session 3: “What you need to know to use a target concentration approach to dosing”  
 

Prof Nicholas Holford 

Professor Emeritus Clinical Pharmacology 

Nick Holford trained in internal medicine at the University of Manchester 

(United Kingdom) and subsequently in clinical pharmacology at the 

University of California, San Francisco. He continued in clinical practice in 

New Zealand (Auckland Hospital) for several years before devoting his 

attention to quantitative clinical pharmacology in drug development.  

Dr. Holford's research is focused on rational use of drugs through the 

application of quantitative principles. Specific topics include the changes in pharmacokinetics and 

dynamics associated with growth and aging (premature neonates to adults), improving clinical trial 

designs by computational simulation, evaluating the effect of drugs on disease progression 

(osteoporosis, depression, Alzheimer’s and Parkinson’s disease). Dr Holford was acclaimed as a 
Champion of PKPD at the 4th International Symposium on the Measurement and Kinetics of Drug Effect 

in the Netherland in 2006. 

Session supporting material:   

https://clinpharmacol.fmhs.auckland.ac.nz/docs/clearance.pdf 

https://clinpharmacol.fmhs.auckland.ac.nz/docs/target-concentration-intervention.pdf 

NextDose explains the practical details of concentration guided dosing using a target concentration 

approach to dosing: 

https://wfn.sourceforge.net/clinpharmacol/nextdose/index.htm 

 

 

https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinpharmacol.fmhs.auckland.ac.nz%2Fdocs%2Fclearance.pdf&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824367981424%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=pCPrXwYjo0NCPOkySWppOwrhoC9HFb7%2FsazsodYlQRc%3D&reserved=0
https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclinpharmacol.fmhs.auckland.ac.nz%2Fdocs%2Ftarget-concentration-intervention.pdf&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824368000938%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=G%2FnspXYpqS%2Fy8lVlFo0oVNmjXNdhiMeTWfuoZGv4ys4%3D&reserved=0
https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwfn.sourceforge.net%2Fclinpharmacol%2Fnextdose%2Findex.htm&data=05%7C02%7CAngela.Molga%40sa.gov.au%7C2514c06fbd5446d4564d08dd1fecc941%7Cbda528f7fca9432fbc98bd7e90d40906%7C0%7C0%7C638701824368011072%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=yoZERZR3o4cYLptqbaxfkRc4veFk22PUqv9xRbj1ca8%3D&reserved=0
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Session 4: Anticoagulants 

 

Associate Professor Matt Doogue is a consultant physician for Health New 

Zealand - Waitaha Canterbury with particular responsibilities in medicines 

governance and 'eMedicines'. He co-ordinates Clinical Pharmacology teaching. 

His research interests include adverse drug reactions, therapeutic drug 

monitoring, drug interactions, pharmacogenetics and pharmacokinetics in 

particular patient groups and clinical decision support.  

 

 

 

 

 

Session 5: "Ins and outs/pitfalls of TDM with interactive cases " 

Prof Jan-Willem Alffenaar is a hospital pharmacist and clinical pharmacologist 

at the School of Pharmacy, Faculty of Medicine and Health at the University of 

Sydney. He is theme lead AMR and novel therapies of the University of Sydney 

Infectious Diseases Institute and member of the antimicrobial stewardship 

committee, the drug committee, chair of the scientific advisory committee and 

HREC at Westmead Hospital. He is an internationally recognized expert in 

therapeutic drug monitoring and dose optimization of antimicrobial therapy. He 

is the current President of the International Association of Therapeutic Drug 

Monitoring and Clinical Toxicology. He is a member of the WHO’s Technical 
Advisory Group on TB drug dosing. Prof Alffenaar led systematic reviews for 

WHO on various antimicrobial drugs informing the WHO TB treatment policy 

review meeting as well as the WHO Fungal Priority Pathogen List. His research is focussed on 

personalized dosing in a programmatic setting using innovative sampling techniques and point-of-care 

saliva testing.  

Session information:  

Therapeutic Drug Monitoring is a complex process involving various health care professionals including 

phlebotomists, nurses, lab scientists, pathologists, clinicians and pharmacists.  Due to the complexity of 

the process errors do occur and when unnoticed can result in patient harm. In this session real-life 

challenges related to TDM will be addressed. Using various cases, the pitfalls in the TDM process will be 

highlighted. In addition, strategies for optimal TDM will be presented which are helpful to make best use 

of TDM to benefit patients. 
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Session 6: Dabigatran kinetics, surrogate tests for dabigatran concentrations, and how all of this 

impacts on the use of idarucizumab  

 

Dr Darren Roberts, Clinical Pharmacologist, Royal Prince Alfred Hospital 

and NSW Poisons Information Centre  

 

Darren Roberts is a Consultant Physician subspecialising in clinical 

pharmacology, nephrology, and addiction medicine. Other training includes 

PhD in clinical pharmacology/toxicology and post-FRACP fellowships in 

clinical toxicology (NSW) and nephrology/vasculitis (Cambridge, UK). He is 

the medical director of the NSW Poisons Information Centre, a clinical 

toxicologist/pharmacologist at Royal Prince Alfred Hospital, and Conjoint 

Associate Professor at the University of New South Wales. His research interests are in the broader fields 

of pharmacotherapy and evidence-based medicine, including guideline development to facilitate the 

translation of research into practice 
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Trainee Presentations 
 

1. Clozapine rechallenge following myocarditis   

Dr James Mehrtens  

Clinical Pharmacology and Immunology trainee  

Department of Clinical Pharmacology, Te Whatu Ora – Health New Zealand Waitaha Canterbury  

Supervisor: Associate Professor Matt Doogue  

Introduction  

Clozapine is the most effective antipsychotic for managing treatment resistant schizophrenia1. 

Treatment resistance affects up to 33% of individuals with schizophrenia2,4-5. Despite its effectiveness, 

clozapine is underutilised with perception of adverse effects being an identified barrier2. The most 

consequential adverse effects are constipation, agranulocytosis, and myocarditis. Clozapine-induced 

myocarditis affects up to 3% of individuals commenced on clozapine and has a 12% mortality rate3. For 

patients who have had complications clozapine is sometimes indicated when individual benefits 

outweigh risks.   

Case report:  

A 31-year-old man with treatment resistant schizophrenia under the care of forensic mental health 

services in New Zealand was commenced on clozapine in October 2020.  In the third week of 

treatment, he developed low-grade fever (up to 37.9), tachycardia, and test results included plasma 

troponin and CRP concentrations peaking at 122 ng/L (range 0-13) and 77 mg/L (range 0-5), 

respectively. Echocardiography demonstrated normal left ventricular function. Clozapine was ceased 

and plasma troponins and CRP returned to baseline. Following cessation of clozapine his schizophrenia 

was treated with olanzapine. However, his symptoms were not well controlled, and the treating team 

considered his case to be refractory. He has been in long term inpatient care and in January 2025 he 

was commenced on a slow clozapine titration with regular twice weekly monitoring of complete blood 

count, CRP and troponin6-7. His echocardiogram and electrocardiogram were normal prior to resuming 

clozapine. In week 4 of the 12-week titration he developed myalgia and dyspnoea. Blood tests included 

raised eosinophils of 5.5 x109/L (range 0.0-0.5) , CRP 7mg/L (range <5), hs TnI <2ng/L (range 0-20). He 

was diagnosed with a lower respiratory tract infection and treated with oral amoxicillin and with his 

symptoms improved over days. Clozapine titration was continued throughout this period. At the time 

of writing the patient is currently stable on clozapine without evidence of myocarditis and has 

experienced improvements in both the positive and negative symptoms of the schizophrenia.  

Questions for discussion?  

Is there an optimal titration regime to reduce the risk of clozapine-induced myocarditis?  

What is the most effective strategy to improve the use of clozapine to manage the combination of risks 

and facilitate access to an effective underused treatment?    
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2. Hyperammonaemic coma associated with deferasirox use  

Authors: Mona F Sajeev (1,2), Darren M Roberts (1,3,4)  

   
1. New South Wales Poisons Information Centre, Sydney Children’s Hospitals Network, Westmead, 
New South Wales, Australia   

2. Centre for Alcohol and Other Drugs, New South Wales Ministry of Health, St Leonards, New South 

Wales, Australia   

3. Edith Collins Centre, Drug Health Services, Royal Prince Alfred Hospital, Camperdown, New South 

Wales, Australia   

4. School of Clinical Medicine, St Vincent’s Healthcare Clinical Campus, Faculty of Medicine and Health, 
University of New South Wales, Darlinghurst, New South Wales, Australia   

  

Background: Deferasirox is an iron-chelating agent used to manage chronic iron overload from 

transfusion-dependent thalassaemia syndromes. Some case reports have noted hyperammonaemia 

with deferasirox therapy.  

Case history: A 4-year-old girl with beta-thalassaemia, on deferasirox 180mg twice daily, presented to 

a tertiary children's hospital with a 12 hour history of vomiting without diarrhoea, followed by the 

development of altered behaviour and fluctuating level of consciousness (GCS 7-12). She was 

intubated and admitted to the Paediatric Intensive Care Unit. The initial ammonia level was 274 

μmol/L (reference range: 9-50). She was initially commenced on sodium benzoate and arginine therapy 

with minimal effect. Dialysis was then commenced for ammonia clearance with good effect. 

Deferasirox levels were done, with an elevated peak concentration of 103.1μg/mL on day 1 of 
admission.  

Conclusion: This case highlights the risk of hyperammonaemia with deferasirox therapy and the 

importance of considering this diagnosis in patients with encephalopathy.  
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3. Practical uses and possible pitfalls of AI tools in clinical pharmacology 

James Waetford, Matt Doogue  

Supervisor: Matt Doogue  

Christchurch Hospital, New Zealand   

  

Software tools using artificial intelligence are rapidly proliferating. In healthcare they are being used to 

assist people and augment workflows. Common artificial intelligence tools are not static in time and 

constantly evolve. Existing methods to evaluate new software assume steady state, which may not be 

the optimal approach for these new systems. Understanding of what is ‘under the hood’ can guide safe 
use of these tools.  

   
Aim: To share principles of AI tools to inform use. To illustrate this with examples from clinical 

pharmacology and therapeutic tasks.   

   

Case 1  

Development of multi-choice questions for the Prescribing Safety Assessment (PSA). We built simple AI 

agents on the ChatGPT platform to create multiple-choice questions. Pre-defined question templates 

were used to train the agents. The agents improve speed and some aspects of quality and are best 

described as ‘assistants’. The instructions are traceable and explicitly linked to existing PSA resources.   

   
Case 2  

Clinical trial approval requires the careful analysis of investigator brochures and trial protocols. An AI 

agent was provided with regulatory guidelines and reviewer checklists and used to help review trial 

documentation. This improves aspects of quality, but does not substantially improve speed. This agent 

is bespoke to the New Zealand Standing Committee on Clinical Trials but could be adapted to other 

groups.    
   
Case 3  

Clinical decision making in acute inpatient care. Prompt review of current literature and guidelines is 

useful to support clinical decision making. AI-assisted search facilitates can be used to access and present 

relevant resources. Reflection on recent experiences will be used to inform discussion.   

  

Conclusion: AI tools are evolving rapidly across all aspects of information. A sound understanding of 

principles and ability to include tools within existing workflows is likely to be useful to clinical 

pharmacology practice.  
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4. IPU for Dalbavancin for a Patient with Multidrug-Resistant Infection  

Author: Sally Fotheringham  

Institution: Royal Prince Alfred Hospital, Sydney, NSW   

Background: We present an individual patient use (IPU) involving a 25-year-old patient under 

Orthopaedics with a polymicrobial osteomyelitis (Staphylococcus, Pseudomonas, and 

Corynebacterium) related to infected hardware (now removed). The patient is on tetrabenzine (a 

VMAT2 inhibitor) for tardive dyskinesia and is unable to use linezolid due to the risk of serotonin 

toxicity. The anticipated cost of a six-week course of dalbavancin is $10,200  

 Methods: This IPU has been submitted by Infectious Diseases for dalbavancin. Despite vancomycin 

and linezolid being pan sensitive for this patient polymicrobial infection they were unsuitable as the 

patient was not appropriate for a PICC, and linezolid is unable to be used due to potential serious drug 

interactions with tetrabenazine.  

 Results: Literature supports the use of a two-dose regimen of dalbavancin for osteomyelitis, 

suggesting that a shorter duration of antimicrobial therapy may be possible.   

Conclusion: This case illustrates the challenges of treating polymicrobial, multidrug resistant infections 

in patients on psychotropic medications. The risk of serotonin syndrome is a distant but significant 

consideration in the concurrent use of VMATi and linezolid, and the impact on QOL must be taken into 

consideration when making treatment decisions for patients with complex and intercurrent 

conditions.  
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5. A Framework for High-Cost Drug Approvals in Victoria   

Imogen Walpole1, David Liew1, Chris O’Callaghan1, Albert Frauman1,  
1Austin Hospital, Department of Clinical Pharmacology, 145 Studley Road, Heidelberg VIC 3084  

  

Background: High-cost medications, particularly in malignancy, represent an increasing expenditure to 

hospitals. In Victoria, high-cost drugs are regulated by hospital Drug and Therapeutics Committees 

(DTC). Given the decentralised system in Victoria, decisions are not standardised, which creates the 

potential for health inequity. The Council of Australian Therapeutic Advisory Groups (CATAG) has 

published guidance around navigating high-cost drugs (Hill et al, 2024).  

Aims: We aimed to audit oncology high-cost drug use within our hospital. We also aimed to 

benchmark our results against hospitals within our health network (outer metropolitan and rural) and 

against other tertiary hospitals in Victoria.  

Methods: Our DTC approval system was interrogated for oncology high-cost drug approved from 2014-

2024. Records were manually annotated for year of approval, cost >$10,000, cost $2000-$10000, 

Medicines Access Program (MAP) and cost share program. Haematology records were removed. 

Summary statistics were provided on frequency and sum of costs.  

Results: Over the last 10 years, 689 high-cost oncology drugs were approved. Of these, 57 approvals 

related to high-cost drugs (>$10,000). The number and total cost of approvals by year, has increased 

since 2017-2018 and remained stable since approximately 2020. MAP programs and cost-share 

programs have increased in this time.  

Conclusion: Oncology high-cost drugs represent a significant expenditure and a robust and equitable 

system for evaluation of evidence and approval is required in Victoria. The fragmented healthcare 

framework in Victoria applies significant challenges. The opportunity to consult external subject matter 

experts on applications who do not have conflict of interest may provide a mechanism to avoid 

healthcare inequity. CATAG guidelines and interstate systems will be discussed in relation to 

development of a Victorian plan.  

  

Hill, C.L., Pulver, L.K., Liew, D.F.L. and (2024), Navigating high-cost medicines: summary of the Guiding 

Principles for the governance of high-cost medicines in Australian hospitals. Intern Med J, 54: 1733-

1738. https://doi.org/10.1111/imj.16526  

 

 

 

 

 

 

 

 

 

 

 

 

https://doi.org/10.1111/imj.16526


 

 

Australasian Society of Clinical and Experimental Pharmacologists and Toxicologists 

 

 

 

13 

6. The Impact of General Schedule Access on Rituximab Prescribing Patterns at Local, State and 

National Levels in Australia  

Hurlbert, Mitchel; Murnion, Bridina,b   

a Sydney Medical School, Faculty of Medicine and Health, The University of Sydney, Sydney, NSW, 

Australia   

b School of Clinical Medicine, St Vincent's Healthcare Clinical Campus, Faculty of Medicine and 

Health, University of New South Wales, Sydney, NSW, Australia   

Background:   

Rituximab, a chimeric monoclonal antibody targeting CD20, is used in   various malignant and 

autoimmune conditions. . Common indications include non-Hodgkin lymphoma and rheumatoid 

arthritis, while rarer applications include systemic lupus erythematosus and pemphigus vulgaris. On 1 

September 2022, Rituximab was transitioned from Authority Required under the Section 100 Highly 

Specialised Drugs Program to Unrestricted status— This change followed the Pharmaceutical Benefits 

Advisory Committee’s October 2021 recommendation, prompted by the expiry of MabThera®’s patent, 
the availability of cost-effective biosimilars, and rituximab’s expanding clinical relevance.   

Aims:   

This study aims to assess the impact of this change on Rituximab prescribing habits at local, state, and 

national levels. Specifically, it will examine Individual Patient Use (IPU) submissions and annual 

Rituximab costs at St Vincent’s Hospital Sydney before and after the schedule change. These findings 

will be compared with state and national prescribing trends using Pharmaceutical Benefits Scheme 

(PBS) data, analyzing utilization two years before and two years after the change.   

Methods:   

 A retrospective audit of St Vincent’s Drug and Therapeutics Committee IPU database will be 
conducted to assess submission volume, approval rates, and cost burden from June 2022 to January 

2025. Over the same period, PBS dispensing data will be analysed to evaluate prescribing trends and 

government expenditure at both state and national levels.   

Results:   

Data collection is ongoing. Preliminary data indicates a fall in expenditure on the PBS despite increasing 

supply of medication via the PBS. Further, it suggests large changes on a statewide level  representing 

improved access to this medication.   

 Conclusion: This study provides an opportunity to assess prescribing trends at multiple levels 

following the transition of rituximab to general schedule   
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7. Quality of reporting of interventional animal studies in rheumatology: a systematic review using 

the arrive 2.0 guidelines  
  

 Linda Sunny1,2,3, Kimberley Ting4, Angela Molga1, Catherine Hill2,3, Samuel Whittle2   

  
1Department of Clinical Pharmacology, Royal Adelaide Hospital, Adelaide, South Australia, 
2Rheumatology Unit, The Queen Elizabeth Hospital, Woodville South, South Australia 3Discipline of 

Medicine, The University of Adelaide, Adelaide, South Australia, Australia, 4Department of 

Rheumatology, Northern Adelaide Local Health Network, Adelaide, South Australia  

   
   
Background and Aim  

Pre-clinical interventional studies in animals play an important role in developing new therapeutic 

agents and advancing our understanding of disease pathophysiology. High-quality reporting is 

necessary for the reproducibility and translational value of preclinical research done in animal models 

to humans. The Animal Research: Reporting of In Vivo Experiments (ARRIVE) guidelines were 

developed in 2010 by the National Centre for the Replacement, Refinement and Reduction of Animals 

in Research (NC3Rs) to improve animal research reporting and reproducibility. This is important in 

being able to translate pre-clinical studies to clinical studies appropriately.  An updated version 

(ARRIVE 2.0) was published in 2020. We performed a review of rheumatological interventional animal 

studies published in two major journals in 2015, which found poor reporting of several key study 

design principles. This study aims to determine whether reporting of interventional animal studies in 

rheumatology has improved over the last decade.   
   
Methods  

All original reports of interventional animal studies published in Annals of the Rheumatic Diseases, 

Arthritis and Rheumatology, Osteoarthritis and Cartilage from January to December 2024 will be 

identified. Studies will be included if they used animal experimental model(s) and involved a treatment 

intervention. Pairs of investigators will then extract data from each study and evaluate the reporting 

quality using the ARRIVE 2.0 guideline as a checklist.   
   
Results  

Relevant publications in the three journals have been identified. The evaluation of the studies is 

currently underway.  

   
Conclusions:  

The quality of reporting of rheumatological interventional animal studies will be identified to 

determine whether there has been an improvement in the overall quality of reporting since the 

previous review in 2015.   
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8. An interesting trip 

Millie Wang1,2 (supervised by A/P Matt Doogue) 
1New Zealand Clinical Research 2Department of Clinical Pharmacology, Te Whatu Ora Health New 

Zealand 

 

Background 

How much medicine reaches the systemic circulation or the target tissue is dependent on dose. It is 

also dependent on route of administration and the form of the product. Different forms for delivery by 

different routes can substantively affect dosing schedules and options for therapeutic use. There are a 

wide range of technologies for different forms of medicines. Selecting formulations that provide 

effective treatment of disease, are practical to manufacture, store and use, and is cheap, is complex. 

This component of drug development is often underappreciated by physicians. 

Aim 

To describe how a difference in pharmaceutical formulations of a medicine in a clinical trial 

programme affected rate and extent of systemic exposure, with unexpected consequences in drug 

effects.  

Method 

A brief outline of formulations will be given and discussed.  The issue will be illustrated with a phase 1 

clinical trial which tested two different buccal formulations looking to bypass first pass metabolism and 

achieve similar systemic exposure to intravenous administration. 

Result 

A first buccal formulation was well tolerated in healthy volunteers. A second formulation at the same 

dose achieved several times greater C-max and the trial participants experienced adverse effects which 

were very unpleasant and distressing. 

Conclusion 

Pharmaceutical formulations have substantive effects on drug disposition and consequent therapeutic 

and adverse effects.   

 

References 
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2. Vargason, A.M., Anselmo, A.C. & Mitragotri, S. The evolution of commercial drug delivery 

technologies. Nat Biomed Eng 5, 951–967 (2021). 
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9. Colchicine in patients with acute coronary syndrome: What is the evidence?  

Christopher, Deisi, Mangoni, Arduino, Thynne, Tilenka Department of Clinical Pharmacology, Flinders 

Medical Centre, Southern Adelaide Local Health Network  

BACKGROUND:  

A 62-year-old male presented with an acute coronary event on the background of treated 

hyperlipidaemia and hypertension.  

 Inflammation plays a key role in atherosclerotic plaque destabilisation and adverse cardiac 

remodelling. Colchicine, traditionally indicated for acute gout flares and Familial Mediterranean Fever, 

has been repurposed as a therapeutic option for inflammatory conditions including pericarditis and 

most recently atherosclerosis. Colchicine exerts anti- inflammatory properties affecting both the 

myocardium and atherosclerotic plaque by modulating the activity of monocytes/macrophages, 

neutrophils and platelets, potentially resulting in more favourable left ventricular remodelling and 

forestall the recurrence of acute coronary syndrome(ACS) .  

AIM: To evaluate efficacy and safety of early use of colchicine in ACS.  

METHODS: A literature search was performed to find RCTs evaluating the efficacy and safety of 

Colchicine in patients following ACS. A systematic review is in progress.  

RESULTS: There are 3 major RCTs (CLEAR, COLCOT and LODOCO2). CLEAR was a multicentre trial of 

7062patients randomized to receive colchicine 0.5mg or placebo, spironolactone or placebo, or 

spironolactone and colchicine or placebo, early after percutaneous coronary intervention. Death from 

cardiovascular causes occurred in 9.1% of colchicine treated and 9.3% of placebo. COLCOT involved 

4745patients post recent MI randomized to Colchicine 0.5 mg daily vs placebo followed up for 

22.6months. Death from cardiovascular causes occurred in 5.5% treated with Colchicine compared 

with 7.1% in the placebo group. LODOCO2 involved 5,522patients with chronic coronary artery disease 

randomised to 0.5mg of colchicine daily or placebo followed over 28.6 months. A primary end point 

(CV mortality, MI, coronary revascularisation or ischaemic stroke) occurred in 6.8% of the colchicine 

group compared with 9.6% of placebo group. Notably there was a strong trend towards increased non-

CV mortality in the Colchicine group but not for all-cause mortality  

CONCLUSION: The conflicting evidence will be critiqued and applied to the patient and the drug 

regulatory setting considering whether ACS should be listed as an indication for colchicine in the 

Australian Medicines Handbook.  

Questions for discussion:  

1. What are the differences and pitfalls of the three main RCT 2.How do we evaluate conflicting 

results and apply the evidence to an individual patient? 3.What level of evidence is required for 

indication listing for TGA or at AMH?  
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10. Therapeutic Drug Monitoring and Pharmacokinetic Challenges in a Oncology 

Dr Irwin Kashani, Department of Clinical Pharmacology, ² Department of Medical Oncology, 

Background:  

Oral anticancer agents, including kinase inhibitors and targeted therapies, are increasingly used in the 

treatment of solid and hematologic malignancies. However, their narrow therapeutic indices, variable 

absorption, and metabolism—particularly in polypharmacy settings—create a compelling role for 

therapeutic drug monitoring (TDM) and pharmacokinetically guided dosing. Yet, unlike traditional 

chemotherapies, TDM is not routinely implemented for these agents despite emerging evidence of 

interpatient variability impacting efficacy and toxicity.  

  

Case Presentation:  

We present the case of a 68-year-old male with metastatic renal cell carcinoma receiving pazopanib 

who developed grade 3 hepatotoxicity and worsening hypertension within three weeks of therapy. 

Despite dose reductions, the patient continued to experience toxicities and disease progression. TDM 

was initiated under a clinical pharmacology consult, revealing plasma pazopanib trough concentrations 

significantly above the therapeutic range (>50 μg/mL). Pharmacogenomic review identified 

polymorphisms in UGT1A1 and CYP3A4, contributing to reduced metabolism. A switch to cabozantinib 

with pre-emptive TDM and close PK monitoring resulted in improved tolerance and stable disease on 

follow-up imaging.  

  

Discussion:  

This case underscores the relevance of TDM in oral oncology, particularly in agents with nonlinear 

pharmacokinetics, food-drug interactions, and patient-specific metabolic variability. It highlights the 

practical challenges in implementing TDM for tyrosine kinase inhibitors (TKIs), such as lack of 

standardized therapeutic ranges, assay availability, and turnaround time. The case also raises broader 

questions about the role of pharmacogenetics and real-world pharmacokinetic variability in guiding 

precision oncology.  

  

Conclusion:  

TDM, while underutilized in oncology, has the potential to individualize therapy, reduce toxicity, and 

improve outcomes—especially for oral targeted agents. Integration of TDM into multidisciplinary care, 

alongside pharmacogenomic profiling, may optimize dosing and support safer prescribing in complex 

cancer populations.  

  

Questions for Discussion:  

  

Should therapeutic drug monitoring be routinely implemented for oral TKIs in oncology?  

  

What are the logistical and technical barriers to integrating TDM into oncology workflows?  

  

How can clinical pharmacology teams collaborate with oncology to support precision dosing?  
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