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Research Projects – CSOF5
Role summary for potential applicants 
	Advertised Job Title:
	Clinical Research Data Manager

	Reference Number:
	56185

	Classification:
	CSOF5

	Salary Range:
	AU $95k to AU $103k per annum, plus up to 15.4% superannuation

	Location:
	Adelaide, South Australia

	Tenure:
	Indefinite

	Relocation assistance:
	Will be provided to the successful candidate if required.

	Applications are open to:
	 FORMCHECKBOX 
  Australian Citizens Only

 FORMCHECKBOX 
  Australian/New Zealand Citizens and Australian Permanent Residents Only

·  FORMCHECKBOX 
  All Candidates

	Functional Area:
	Research Projects

	% Client Focus - Internal:
	90%

	% Client Focus - External:
	10%

	Reports to the:
	Team Leader: Clinical Research Unit

	Number of Direct Reports:
	0


	Role Overview:

	The Clinical Research Data Manager provides support to CSIRO Health & Biosecurity research activities to manage data collected as part of clinical trials and other human research studies. This includes overseeing the development and use of data systems, introducing innovative and efficient ways to capture, organise, store and analyse data.  The position holds responsibility for ensuring adequacy, accuracy and legitimacy of data, with attention to security and confidentiality, and ensuring compliance with national and international principals, regulations and policies. 

The role requires liaison across the Business Unit with other research groups performing clinical trials, such as our e-Health Research Program, to ensure standard data management practices and procedures. The position is also responsible for data management of several large single- or multi-site nutrition & health related clinical trials undertaken by the CSIRO in collaboration with academic and commercial partners. 


	Duties and Key Result Areas:

	· Provide leadership for the data management of clinical trials across the Nutrition & Health Research Program, including the development of standard operating procedures for clinical trials, preparation and maintenance of data management plans, performing auditing checks, monitoring and validating of databases and development of associated reports, for all clinical trials.  
· Engage in clinical trial planning, including the development of participant case report forms (CRF), and ensuring the data collected meets the standards of quality expected for reporting to regulatory bodies and trial committees in accordance with the standards of ICH-GCP, Privacy laws and regulations and other relevant legislation. 

· Liaise across the Health & Biosecurity Business Unit to develop and enforce policies and procedures for safe, secure and effective data management that complies with Privacy laws, Regulations and CSIRO policies & procedures.
· Facilitate and lead the building, testing, validation and management of electronic data capturing systems for clinical trials, the generation of summary reports and appropriate archiving of trial data. 

· Maintain an up-to-date knowledge of national and international regulatory requirements. 
· Communicate effectively and respectfully with all staff, clients and suppliers in the interests of good business practice, collaboration and enhancement of CSIRO’s reputation.

· Work as part of a multi-disciplinary, regionally dispersed research team, to carry out tasks autonomously in support of scientific research.

· Work collaboratively with colleagues within your team, the business unit and across CSIRO, to reach objectives.

· Set-up and/or maintain effective and efficient work teams, allocate and manage resources and undertake staff performance management and career development.

· Choose appropriate management strategies and communication styles to maintain high levels of motivation and productivity, give feedback for development purposes and provide support and direction for improvement, as required.

· Adapt and/or develop original experimental methods/systems/software/concepts/ideas in support of existing and further research.

· Adhere to the spirit and practice of CSIRO’s Values, Health, Safety and Environment plans and policies, Diversity initiatives and Zero Harm goals.

· 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 Bachelors/Masters Degree &/or equivalent experience in Computer Science, Information Technology, Engineering, or equivalent field.
2. Communication:  High-level communication skills, both written and oral, including the ability to anticipate the interests and knowledge level of an audience and present information and feedback accordingly.
3. Behaviours:  A history of professional and respectful behaviours and attitudes in a collaborative environment.
4. Problem Solving:  Proven ability to investigate underlying issues of complex and ill-defined problems and develop appropriate responses by adapting/creating and testing alternative solutions, in particular troubleshooting of data systems and IT related technical issues.
Essential Criteria:

1. Evidence of relevant experience as clinical trial data manager.
2. A strong understanding of modern databases, information system technologies and data analysis procedures relevant to clinical trials.
3. An excellent understanding of international and national regulations for data management in clinical trials.
4. The ability to work effectively as part of a multi-disciplinary, regionally dispersed research team, and carry out tasks autonomously in support of scientific research.
5. The ability to effectively manage a number of competing priorities simultaneously, and carry out non-routine tasks independently.
6. Demonstrated ability & willingness to contribute novel ideas and approaches in support of scientific investigations.
Desirable Criteria:

1. Previous experience in clinical trials, including clinical trial management or research project management

2. Previous experience with platforms such as REDCap, OpenClinica, XNAT, LoRis
3. Familiarisation with the FAIR Data principles for Clinical Research.
As Australia’s Innovation Catalyst, CSIRO has strategic actions underpinned by behaviours aligned to:

· Excellent science

· Inclusion, trust & respect

· Health, safety & environment 

· Delivery on commitments.

In your application and at interview you will need to demonstrate alignment with these behaviours.


	Other Information:

	How to Apply

Please apply for this position online at https://jobs.csiro.au/ and enter requisition number 56185.  Internal applicants please apply via ‘Jobs Central’ in SAP (click ‘Recruitment’).

Please load your CV and a brief cover letter outlining your interest in the role and your motivations for applying (Maximum 2MB). At the end of the online application process, you will also be required to respond to some screening questions.  Where text responses are required, to avoid being timed out of the system we recommend that you prepare your responses offline and paste them into the appropriate spot prior to submitting your application.

If you experience difficulties applying online call 1300 984 220 for assistance.  Outside Australian business hours please email:   csiro-careers@csiro.au. 

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. 

Referees:  If you do not already have the names and contact details of two previous supervisors or academic/ professional referees included in your resume/CV please add these before uploading your CV.

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


Dr Welma Stonehouse via email: Welma.Stonehouse@csiro.au or telephone: +61 8 8303 8919.
Please do not email your application directly to Dr Stonehouse.   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 Health & Biosecurity helps to protect Australia from biosecurity threats and risks posed by serious exotic and endemic pests and pathogens. We're strengthening Australia’s biosecurity system with targeted research to tackle major pest and disease threats; quantifying the risk offshore, enhancing surveillance and detection systems and providing smart, cost effective responses to deal with exotic, emerging and established pests and diseases on shore.  Find out more at:   http://www.csiro.au/en/Research/BF/About


