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Quality Assurance/GLP Officer – CSOF5
Role summary for potential applicants 

	Advertised Job Title:
	Quality Assurance/GLP Officer

	Reference Number:
	58441

	Classification:
	CSOF5

	Salary Range:
	AUD$97,276K to AUD$105,269 plus up to 15.4% superannuation

	Location:
	AAHL, Geelong, Victoria Australia

	Tenure:
	Indefinite

	Hours:
	Full time

	Relocation assistance:
	Yes

	Applications are open to:
	· All Candidates

	Functional Area:
	Administrative Services

	% Client Focus - Internal:
	80%

	% Client Focus - External:
	20%

	Reports to the:
	Quality Assurance & Compliance Unit Manager

	Number of Direct Reports:
	0


	Role Overview:

	CSIRO Australian Animal Health Laboratory (AAHL) seeks to appoint an experienced Quality Assurance Officer to work with the Quality and Compliance Team at AAHL and provide specialist advice and support for the implementation of Good Laboratory Practice (GLP) processes at the Australian Animal Health Laboratory. 
AAHL is in the process of introducing GLP compliance to animal study activities in addition to our already established Quality Assurance system. Whilst there is an established, NATA Accredited QA process, we have commenced implementing GLP principles, which represents a significant challenge to AAHL. 
The ideal person will have experience in a Quality Assurance role with excellent GLP knowledge to be able to drive systems and processes to support AAHL progress towards GLP compliance for some of our research studies.  The person will need to have a thorough understanding of QA processes in a research setting, be highly organised and able to guide, influence and collaborate with science, animal studies staff and other staff in the implementation and adoption of GLP processes. The applicant will work as part of a QA unit in AAHL and will need to be willing to undertake internal audits and assist in our other QA work obligations of ISO17025, ISO17034, ISO 14001.

The appointee must be able to meet AAHL’s microbiological security and security assessment requirements




	Duties and Key Result Areas:

	· Drive and support the implementation of GLP through technical leadership and delivery of priority GLP activities and processes and provide expert advice to scientific and animal teams on GLP principles, processes and documentation
· Build and maintain strong , positive partnering relationships with customers, Business Unit partners and staff and GLP corporate citizen champions through developing a thorough understanding of their respective GLP needs and tailoring solutions
· Perform a Gap Analysis to evaluate shortfalls in working towards GLP compliance and develop operational plans on priority areas 
· Manage the project task table to achieve implementation of GLP principles working towards compliance
· Guide, train and empower GLP team champions to develop solutions to complex and challenging quality issues and meet with them frequently about their practices and processes

· Ensure work teams maintain copies of all protocols pertaining to non-clinical laboratory studies at intervals to assure integrity and maintain written and properly signed records of each inspection
· Communicate progress of study compliance to staff and senior management at regular intervals

· Schedule, oversee and perform QA audits and start the process of periodically reporting to Study Directors and Management.
· Provide guidance to facility management regarding their requirements and study obligations pre-project agreement.

· Assist study directors in scoping compliance requirements with project sponsors pre-project agreement.
· Be responsible for the verification of the good function of GLP processes and various teams applying GLP principles in their research work. 
· Review final study reports and prepare and sign a QA statement on study reports to assure interested parties that all audit findings have been resolved and the study was performed to GLP requirements. Inspect each non-clinical laboratory study at intervals to assure integrity and maintain written and properly signed records of each inspection

· Determine that no deviations from approved protocol or standard operating procedures are made without proper authorisation and documentation

· Actively lead and participate in the development of GLP principles in research studies and provide best practice solutions where there is non-conformance or performance deficiencies

· Contribute positively to the Quality and Compliance Team, fostering a culture of compliance within the team and the broader AAHL community. 

·  As a member of the Quality Assurance Unit actively contribute to team meetings, team goals and provide reports as requested by the Quality and Compliance Manager.

· Communicate effectively and respectfully with all staff, clients, external auditors and suppliers in the interests of good business practice, collaboration and enhancement of CSIRO’s reputation
· Adhere to the spirit and practice of CSIRO’s Values, Health, Safety and Environment plans and policies, Diversity initiatives and Zero Harm goals;
· Abide by and promote microbiological security regulations at CSIRO AAHL; and
· Other duties as directed.



	Selection Criteria:

	Under CSIRO policy only those who meet all essential criteria can be appointed

Pre-Requisites:
1. Education/Qualifications:  Relevant Degree or equivalent experience in biological sciences or a related field. 
2. Communication:  The ability to listen, interpret and convey information and ideas in a clear, accurate manner and establish effective interpersonal relationships with a wide variety of people.

3. Behaviours:  Capable of professional and respectful behaviours and attitudes in a collaborative environment.

4. Adaptability:  Capability and willingness to quickly adapt to technological, structural and procedural changes, and maintain professionalism and flexibility.
5. Knowledge: Comprehensive knowledge of Quality assurance and the ability to drive scientific teams towards compliance in a complex organisation
Essential Criteria:

1. Highly developed Quality Assurance coordination skills including lead auditing experience developed in an accredited laboratory
2. Relevant education and training to demonstrate an advanced understanding and application of OECD and FDA principles of GLP
3. Demonstrated ability to work with teams to establish new quality systems and optimize existing systems utilising team resources to provide a seamless and consistent approach. This includes reviewing documentation, processes and procedures, identify issues, assess compliance, communicate findings clearly and succinctly and provide written reports.
4. Demonstrated ability to plan, set and work to meet challenging standards and goals for self and others and prioritise work where impact will make a difference.

5. Demonstrated ability to work co-operatively as a specialist advisor and contributor to teams and to network with scientific and industry colleagues   to be able to foster a culture of knowledge transfer, open communication, coaching and collaboration across the Quality and Compliance team staff and customers
Desirable Criteria:
1. Formal GLP training
Other special requirements:

Applicants must :

Be willing and able to adhere to CSIRO AAHL microbiological security requirements, security and HSE policies. 
CSIRO Values:

As Australia’s Innovation Catalyst, CSIRO has strategic actions underpinned by behaviours aligned to Excellent science, Inclusion, trust & respect, Health, safety & environment and Deliver on commitments.  In your application and at interview you will need to demonstrate alignment with these behaviours.
Security Assessment and Microbiological Security Requirements for Personnel Working on the Australian Animal Health Laboratory (AAHL) Site:
The nature of our work requires that each person working on site must comply with the conditions described below.

The appointee is required to pass a security clearance at a level appropriate to duties of the position. Confirmation of the appointment is subject to obtaining that clearance.

It is essential that all work on exotic or emerging diseases carried out at AAHL is conducted in a safe manner to prevent the escape of the disease agents used, and to this end, all activities and personnel will be subject to appropriate microbiological security measures. Consequently, while working at AAHL, you may not reside on a property on which are kept any of the following animals: sheep, cattle, pigs, goats, horses, asses and mules, any other cloven-hoofed animal, fowls, turkeys, geese, domestic ducks, caged birds, emus or ostriches. Personnel working with diseases of aquatic animals may not keep aquarium fish at their place of residence and personnel working with cane toad material must avoid contact with amphibians.

In addition, for a period of seven days after working in the microbiologically secure area of AAHL, personnel may not have close contact with any of the above animals, amphibians or birds or the actual places where these animals are held, or visit any aquatic animal farm or aquatic animal hatchery.

Working in the barrier maintained Small Animal Facility requires avoidance of additional animals such as mice, rats, guinea pigs, rabbits and poultry 3 days prior to arrival.

It is usual practice in laboratories where work with infectious disease agents is carried out, to collect a blood sample from personnel and store serum for future reference. This is a safety precaution, so that if any person becomes ill in the future, serum samples are available for testing.

Personnel must abide by Occupational Health, Safety and Environment regulations. Safety signs and directives issued by CSIRO personnel must be complied with at all times.

Access restrictions apply to the Werribee Animal Health Facility (WAHF) site that is associated with, but remote from, the AAHL site.


	Other Information:

	How to Apply

Please provide enough information relevant to the selection criteria for this position to enable the assessment panel to determine your suitability, and upload one document containing your CV/resume and cover letter. 
If you experience difficulties applying online call 1300 984 220 and someone will be able to assist you.  Outside business hours please email:   csiro.careers@csiro.au. 

Contact:  If after reading the selection documentation you require further information please contact:


Dr Sam McCullough via email: Sam.McCullough@csiro.au or phone: +61 3 5227 5000
Please do not email your application directly to Dr McCullough.   Applications received via this method will not be considered.

About CSIRO

Australia is founding its future on science and innovation. Its national science agency, the Commonwealth Scientific and Industrial Research Organisation (CSIRO) is a powerhouse of ideas, technologies and skills for building prosperity, growth, health and sustainability. It serves governments, industries, business and communities across the nation. 

Find out more! www.csiro.au.  

CSIRO’s Australian Animal Health Laboratory (AAHL) helps protect Australia’s multi-billion dollar livestock and aquaculture industries, and the general public, from emerging infectious disease threats. It is a high-containment facility designed to allow scientific research into the most dangerous infectious agents in the world.

Our national Australian Animal Health Laboratory facility is a vital part of Australia’s biosecurity infrastructure. We work closely with veterinary and human health agencies globally, as about 70 per cent of emerging infectious diseases in people originate in animals.  Find out more!  https://www.csiro.au/en/Research/Facilities/AAHL


