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Career Summary

Passionate and driven Medical Product Development Executive with over 25 years in Asia Pacific across healthcare, pharmaceutical, contract research and biotechnology settings. Highly skilled in management of teams in all aspects of driving clinical research, regulatory affairs, reimbursement, quality assurance and medical affairs.  Significant experience in manufacturing, prescription, over the counter (OTC) and medical device settings across multiple therapeutic areas.
Key Capabilities
Strategic Planning:
Proven ability to formulate and drive clear, structured project strategies and consistently deliver results while maintaining key relationships at all levels.
Commercial Focus:
Proven record of successfully taking technical and scientific concepts into value add commercialisation.

Leadership:
A persuasive leader who inspires team commitment through infectious motivation and enthusiasm for the task at hand and a genuine willingness to lead by example.  

Project Direction:
Proven ability to develop and execute complex projects on budget and time
Relationship Management:
Proven ability to develop and maximize internal and external key stakeholder relationships, for existing, as well as future strategic goals of the organisation.
Career Synopsis
Scicom Consulting
2018 -

Oncosil Medical Ltd, Sydney
2016 - 2018
Bionomics Limited, Adelaide
2012 - 2016
Fresenius Kabi Australia Pty Limited, Sydney 
2007 - 2011

ICON Clinical Research Pty Ltd, Singapore 
2004 - 2006

ICON Clinical Research Pty Limited, Sydney 
2002 - 2004

Pharmacia Australia Pty Limited, Sydney
1995 - 2002

Wellcome Australia Limited, Sydney 
1992 - 1995

Professional Experience
Scicom Consulting Managing Director
2018 -

Contract Company established to deliver flexible services tailored towards healthcare, pharma, biotechnology and research with commercial solutions.

Oncosil Medical Ltd, Sydney
2016 - 2018
Australian based leading global biotechnology company. 

Vice President, Clinical Development 

Reporting to the CMO with full operational and strategic responsibility for delivering global clinical research programs with oncology focus. 

Achievements:
· Coordinated start-up of global medical device oncology study 2 months ahead of benchmark metrics with potential development costs savings of USD 20M.
· Recruited patients into global medical device oncology study at rate more than double relevant benchmark metrics.  This study is the fasted recruiting study in pancreatic cancer anywhere and with potential development costs savings of USD 120M.
Bionomics Limited, Adelaide
2012 - 2016
Australian based leading global biotechnology company. 

Vice President, Clinical Development 
2012 - 2016
Reporting to the CEO/MD with full operational and strategic responsibility for delivering global clinical research programs with oncology and neuroscience focus.  Experience with small molecules and biologicals and authorship on multiple scientific publications.  Member of Senior Management Team and Drug Candidate Selection Committee.  Regular reporting to the Company Board and Scientific Advisory Board.  
Achievements:
· Doubled patient recruitment rate in FDA IND oncology study by generation and implementation of a strategic recruitment plan which reduced overall recruitment timeline by 9 months with potential development cost saving of USD 100M.
· Led global project team to submission of Pre-IND 2 package months ahead of schedule with potential development cost saving of over USD 21M. 

· Generated results of FDA IND phase II oncology study 3 months ahead of global benchmark metrics with potential development cost saving of USD 30M.
· Generated results of phase I oncology study 5 months ahead of global benchmark metrics with potential development cost saving of USD 50M.
· Led global project team to submission of IND package ahead of schedule in market estimated to be worth USD 8B by 2018.  IND package was approved with minimal queries.
Bio and Gene Pty. Ltd.
2012 - 2012
Australian based biotechnology company. 

Consultant – Drug Development 
2012 - 2012
Independent consultant providing strategic input and operational leadership of early stage drug development program for South Korean client.  
Achievements:
· Successfully designed study and wrote clinical development protocol for phase II study of novel analgesic compound in persistent cancer pain.  
Fresenius Kabi Australia Pty Limited, Sydney 
2007 - 2011

Country affiliate of global healthcare company. 

Scientific Affairs Director 
2007 - 2011

Reporting to Managing Director with full operational responsibility for a team of 17 people delivering clinical research, regulatory affairs, medical affairs, reimbursement, and cGMP quality assurance programs.  Sign off of all company promotional material and technical documents in line with Medicines Australia Code of Conduct.  Represented company on Medicines Australia Monitoring Committee.  Input into business and marketing plans. Training to Sales force and other company stakeholders.  Management of multiple compassionate release and product familiarization programs. Active participation in launch meetings, speaker tours and scientific symposia.  Responsible for operating budget of AUD 4M.  Member of Executive Management Team. National Safety Officer, Recall Committee Chairperson, ISO 9001 representative and Complaints Officer.
Achievements:
· Doubled size of Scientific Affairs Team whilst consistently improving and exceeding performance metrics by hiring, development, succession planning and restructuring.
· Tripled volume of regulatory submissions whilst reducing by 25% the timeline for approval.
· Generated incremental sales value in 6-figure dollar region by initiating reimbursement functionality and maximizing multiple product portfolio potential.
· Generated company competitive advantage and cost-saving process efficiencies by leading successful company-wide ISO 9001 accreditation.
· Maximised the return on investment for multiple projects by enhancing the process efficiency and communication through initiation of a platform of consistent cross-functional project teams.
· Drove 7-figure cost savings by initiating significant efficacy gains across three inter-state compounding centres by leading a team to rationalize and standardize all processes and procedures.
· Maintained company reputation and minimised financial loss in multiple 7-figures by successful leadership of recall activities to the satisfaction of Therapeutic Goods Administration (TGA).
· Fuelled company’s AUD 100M revenue stream in compounding, by maintenance of manufacturing license and enhanced business processes through coordination of numerous TGA cGMP audits. 
· Created 7-figure company revenue potential in 2012 by initiating with key health care leaders the world largest clinical study in the volume therapy arena.
· Created opportunity for significant incremental growth and increased profit margin of the AUD 100M compounding revenue stream, by leading company position on strategic regulation initiative in collaboration and discussions with Medicines Australia, TGA and federal government.
ICON Clinical Research Pty Ltd, Singapore 
2004 - 2006

Regional hub of a global contract research organization providing drug development services to pharmaceutical and biotechnology company clients.

Regional Director – Asia Pacific 
2004 - 2006

Reporting to Regional President with full operational responsibility for a team of 120+ people in Singapore, Malaysia, Hong Kong, Taiwan, Thailand, Korea, Philippines, China, India, Australia and New Zealand. Accountable for over 70 global and local projects in the area of clinical research, medical affairs, data management and quality assurance.  Full P&L responsibility with approximately USD 9M annual revenues. General management including responsibility for Administration/HR and IT.  Company Director.

Achievements:
· Doubled Asia Pacific revenues by driving strategic business development activities, including leadership of client and bid defense meetings.

· Doubled Asia Pacific headcount by opening new offices/operations coupled with strategic hiring initiatives.

· Exceeded margin targets 3-fold by driving effective resourcing, deployment and cost-conscious culture.

· Consistently maintained billed staffing at >90% with <15% turnover.

· Maintained client repeat business at >85%.
· Successfully negotiated ICON’s 7-year tax-free status with Singapore Economic Development Board by relationship building, management reporting and face-to-face meetings. 

· Attained ISO 9001 quality accreditation for new offices in region (e.g. India) and maintained status for existing offices (e.g. Singapore) by combination of process review, analysis and face-to-face audit defense meetings.
· Consistently attained mean rating of >70% in annual 360-degree reviews with consistent scores across competencies of business awareness, leadership, customer focus, teamwork, people management, communication and problem solving.
ICON Clinical Research Pty Limited, Sydney 
2002 - 2004

Country affiliate of a global contract research organization providing drug development services to pharmaceutical and biotechnology company clients.

Operations Manager/Country Head  
2002 - 2004

Reporting to Regional Director with full operational responsibility for a team of 40 people in Australia and New Zealand (ANZ). Accountable for over 30 global and local clinical research projects.  Full P&L responsibility with approximately USD 5M annual revenues. General management including responsibility for Administration/HR and IT.  Independent specific projects including consultancy to local industry and company pharmaceutical partnerships program (P3) submission.  Company Secretary.

Achievements:
· Doubled ANZ revenues by driving strategic business development activities, including leadership of client and bid defense meetings.
· Doubled ANZ headcount by leading strategic hiring initiatives.

· Exceeded margin targets 2-fold by driving effective resourcing and cost-conscious culture.

· Consistently maintained billed staffing at >90% with <15% turnover.

· Maintained client repeat business at >85%.

· Personally, led award of a multiple million-dollar clinical trial portfolio from a major multinational pharma client. 
· Maintained ISO9001 quality accreditation for the Australian office by combination of process review, analysis and bi-annual face-to-face audit defense meetings.
· Mitigated risk and completely transformed performance of key strategic clinical project by personal dedication and hands-on project management.  Result was absolute client satisfaction, and on target publication and registration of the product. 
· Successfully initiated and implemented ICON ANZ’s first interstate regional role resulting in significant cost and time savings.

Pharmacia Australia Pty Limited, Sydney
1995 - 2002

Country affiliate of a global pharmaceutical company. During the time period cited, mergers took place with both the Upjohn and Searle companies.

Clinical Research Manager  
1999 - 2002

Reporting to the Director of Clinical & Regulatory Affairs with full operational responsibility for the formation and development of a team of 7 people delivering clinical research projects (locally designed, global/regional and investigator-initiated) to align with and drive local affiliate business imperatives. Responsible for operating budget of AUD 4M. Acting Departmental Director.

Achievements:
· Project owner and director of world’s largest controlled study to investigate anti-mycobacterial therapy in Crohn’s disease.  Study was initiated and implemented locally from nil base resulting in publication of the data and commercialization of the therapy.
· Doubled patient recruitment and drove on target completion to patient accrual (of study described directly above) by initiation and growth of relations with relevant national patient support group.

Clinical Project Leader
1996 - 1999

Reporting to the Clinical Research Manager with independent responsibility for project and people management of a team of 6 people delivering clinical research projects.
Senior Clinical Research Associate 
1995 - 1996

Reporting to Clinical Research Manager with independent project management of clinical trial portfolio. Other independent responsibilities including promotional literature review and membership of new product development committees. 
Wellcome Australia Limited, Sydney 
1992 - 1995

Country affiliate of a global pharmaceutical company. 

Clinical Research Associate 
1992 - 1995

Reporting to Scientific Affairs Manager with independent project management of clinical trial portfolio. Other independent responsibilities including management of compassionate release scheme and answering of product queries from external health professional and general public.

Awards
Fresenius Kabi Asia Pacific Management Team Award 2011.
Bionomics CEO Award 2013.
Qualifications
PhD from Brunel University, Uxbridge, United Kingdom and BSc (Hons) (Tech) from 

University of Wales Institute of Science & Technology, Cardiff, United Kingdom.
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