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MISSION  
 
The mission of the National Serology Reference Laboratory, Australia (NRL) is to promote the quality of tests and 
testing for infectious diseases globally.   
 
BACKGROUND  
 
NRL operates as a division of St Vincent’s Institute (SVI) whose mission is to carry out high-quality biomedical research 
to improve the health of the community by prevention, detection, or better treatment of common diseases. It is 
located in the St Vincent’s Hospital campus which lends NRL unique opportunities to collaborate with clinicians, 
researchers and academics as well as work together on joint campus initiatives such as the HMS Trust Living BioBank. 
Whilst given natural free rein to deliver its specific scientific activities, NRL is an integrated component of St Vincent’s 
strategic objectives and as such the NRL works closely with SVI in this regard. 

NRL was established as part of the Australian Government’s HIV and AIDS strategy in 1985. Contracted by the 
Department of Health and licensed by the Therapeutic Goods Administration (TGA), NRL supports collaborative 
scientific partners worldwide in the promotion of accurate diagnosis and management of human communicable 
diseases, including HIV, HCV and HTLV. It does this by providing specialised services, including pre- and post-market 
evaluations of test kits, provision of quality assurance programmes to laboratories, specialised testing services, and 
consultation, education and training for laboratories nationally and internationally. NRL is unique in that it is the only 
organisation in the world that delivers these full suite of services. The organisation has a promising future with 
opportunities to significantly grow its market and services globally. 
 
 
 

Job Title 
 

Quality and Risk Manager 
 
 
 
 
 

Unit NRL Division of SVI 

Reports to  
 

Director, NRL 
 

Classification & Salary 
 
 
 
 

Grade 4  Medical Scientist   
 
 
 
 

Superannuation                        9.5% Employer contribution 

Salary Packaging $15,900 FBT exempt 

Direct reports 1.6 

FTE Full time, 38 hours per week 

 
PRIMARY PURPOSE 
 
The primary purpose of this role is to be accountable for Quality Management, Regulatory Affairs and Risk 
Management of NRL including strategic oversight of NRL’s quality management system, compliance with legislation, 
industry standards, guidelines and accreditation.  
 
The incumbent will hold the primary relationship with TGA, NATA and BSI, and will be the NRL management 
representative responsible for staff safety and safe workplace practices.  
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KEY RESPONSIBILITIES 
 
Quality Management System  
 

- Accountable for the development, implementation and maintenance of the quality management system 
(QMS) in accordance with ISO 9001, ISO 15189, AS 4801, the Code of Good Manufacturing Practice and other 
applicable standards, TGA orders and NATA requirements. 

- Establish and maintain systems and processes supporting the regulatory affairs responsibilities required of 
NRL as the Sponsor of QConnect products in Australia  

- Support the transition of quality support for the Susan Alberti Islet Isolation Facility from ARC Lifeblood to 
SVI  

- Responsible for ensuring the timely publication and availability of approved, policies and procedures that 
reflect contemporary relevant legislation, regulations, standards and guidelines  

- Responsible for the ongoing development and review of Quality policies and procedures, document 
development and review, updates and amendments, document control and readability 

- Responsible for ensuring a Quality Management System that is fit-for-purpose, is user-friendly and reduces 
administrative burden wherever possible including monitoring and review of relevant software, systems and 
processes supporting the QMS   

- Provide quality support and advice for the introduction of new work  
- Work towards NRL compliance with ISO 13485 and support the translation of R&D initiatives into NRL 

operational services 
 

Key result areas 
Ongoing ISO 15189 and ISO 17043 accreditation, GMP licencing and ISO 9001 and AS/NZS 4801 certification 
Organisational performance within the QMS meets expectations  
Management review processes are effective and transparent 
   

Quality Standards 
 

- Facilitate the organisational response to external Quality Audits, as part of the ongoing audit cycle 
- Lead the organisation to successful audit assessments/outcomes, providing guidance to management and 

supervisors in terms of organisational responsibilities  
- Take accountability for the progress of actions arising from audit observations and recommendations 
- Maintain a positive and productive working relationship with external auditors 
- Perform root-cause alanlysis and other problem-solving activities to identify effective corrective actions and 

processes 
 

Key result areas 
External audits are well prepared for and managed 
Audit results demonstrate a high level of compliance with standards 
Audit responses are delivered on time and accepted by the accreditation body 
 

Training, Advice and Support 
 

- As SVI/NRL’s quality expert, provide advice to NRL and SVI management, middle mangement and staff, 
including recommendations for improvements to practices and policies 

- Support effective implementation and ongoing compliance with the Quality Management System  by taking 
responsibility for the content and process of induction and ongoing internal education and training programs 

- Develop and deliver  training courses in quality management to ensure NRL/SVI staff competence and to 
WHO related consultancies in developing countries, when required 
 

Key result areas 
Staff competence is demonstrated 
Training programs are effectively scheduled and executed 
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Risk Management and Planning 
  

- Provide leadership and direct oversight of NRL’s Risk Management framework and provide co-ordination of 
risk assessments, reviews and management planning. This may be extended to include the SVI Islet isolation 
facility. 

- Undertake relevant horizon and environmental scanning to identify new risks and ensure that recognised 
strategic and operational risks continue to be assessed, reported and managed 

- Develop and maintain relationships across the industry nationally particularly to monitor emerging trends, 
assess the implications for NRL/SVI and engage with stakeholders 

- As a member of the NRL Executive Team and other NRL Committees, participate in and contribute to NRL 
strategic, business and operational planning, management review and reporting requirements.  
 

Key result areas 
 Risk framework is fit for purpose and supports the successful identification and management of NRL risks 
 

Workplace Health and Safety 

- Work with the SVI Health & Safey Advisor to ensure  to ensure NRL complies with its duty of care to all 
employees to provide a safe work environment within the SVI risk management framework. 

- Work with the SVI Health & Safey Advisor in the development of processes and systems that underpin best 
practice in safety, including a proactive approach to the identification, prevention or eliminatation of workplace 
risks and hazards. 

- Take part in the development of a practical OHSMS framework that is communicated to, and understood by, 
all staff and which provides clear guidelines for the safe execution of all activities.  

- Provide input into training and education programs to enhance safety, particularly for new staff or for new 
techniques.  

- Support a safe culture where staff follow safety guidelines, take responsibility for their own safety, and that 
of fellow workmates, and apply a common-sense approach to work methods to minimize risk to themselves 
and others. 

- Work with the SVI Health & Safey Advisor to ensure incidents are investigated in a timely manner, and that 
remedial action, where warranted,  is effected. 

- Ensure risk assessments and risk management activities are in place in relation to chemical and biological 
safety, including updating MSDSs, chemical inventories and the disposal of unwanted chemicals. 

- Ensure risk assessments are in place prior to the introduction of any new work method or equipment.  
- Chair meetings of the NRL Safety Team, and act where necessary as the employer representative for NRL 

management with respect to safety management. 
- Supervise NRL Safety Officer, providing guidance and feedback. 

 
Key result areas 

 OHSMS plan is endorsed, monitored and effectively executed 
 

Operational efficiency and performance  
 

- Ensure that the QMS and the Quality team supports NRL to operate efficiently and effectively and that staff 
can clearly prioritise issues of high importance from routine administration 

- Contribute to the analysis and planning of proposed changes to NRL business activities, and participate in 
the monitoring, review and evaluation of the effectiveness of implemented changes and the NRL Business 
plan. 
 

People leadership  
 

- Actively support a culture of continuous improvement and change through developing NRL staff skills and 
abilities in quality management 

- Ensure NRL leadership styles and behaviours align with organisational expectations and promote a professional 
culture of safety, quality, efficiency and effectiveness 
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- Foster and demonstrate leadership behaviours in line with SVI /NRL’s organisational culture and code of 
conduct 

- Provide leadership to the quality and safety team including staff development, coaching, mentoring and 
support  

- Ensure clear lines of communication are maintained across and beyond the organisation to ensure high levels 
of staff and stakeholder engagement  

 

 

 

 

SELECTION CRITERIA           
 
Qualifications, skills and experience  
 

• Tertiary qualifications in science, additional business qualifications highly regarded 
• Experience working in a scientific laboratory environment, ideally within  infectious diseases and/or 

serology/ molecular testing, or manufacturing settings  
• In depth industry experience and understanding of quality control procedures and relevant standards,  

ideally in infectious diseases testing and/or manufacturing environments.  
• Proven experience in a leadership role as a Quality Manager ideally in a scientific laboratory and/or 

manufacturing facility, responsible for maintaining NATA, ISO 15189, ISI 17043, GMP and/or other 
accreditation relevant to a laboratory environment 

• Experience in applying or the application of AS ISO 31000: 2018 Risk management princples and practices 
and AS 4801 safety management.  

• Knowledge and experience in the operations, implementation and maintenance of electronic quality systems 
• Proven ability to influence, lead, engage and motivate staff  
• Demonstrated stakeholder engagement skills across a range of internal and external customers 
• Advanced analytical and problem-solving skills 
• Outstanding communication skills, both written and verbal 
• Self-motivated and highly efficient 
• Excellent attention to detail 
• Strong work ethic 

 
I understand and agree to undertake the requirements of the role, as described above: 
 

Incumbent Name……………………………………Signature……………………………… Date…………… 


