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3 JOB DESCRIPTION

Position Title Clinical Trial Coordinator Level [N

Reports to (role) [ aR:Es

Team Infectious Diseases Epidemiology

Location Telethon Kids Institute

PURPOSE OF POSITION Provide a brief description of the general nature of the position; an overview of why the
job exists; and what the job is to accomplish.

This position requires a professional to coordinate and implement daily research and logistic activities of an clinical
registry/trial designed to assess evidence based care of Acute Respiratory Infections in children in accordance with the
principles of Good Clinical Practice and the National Statement on Ethical Conduct of Research in Humans.

KEY RESPONSIBILITIES

© A maximumof5 primary responsibilities for the position
© Listin order of importance
(> Workplace Safety is mandatory for all Job Descriptions

Tasks required to achieve

Key Key Responsibilites Measures
Project » Development and management of the registry/trial « Completed research tasks
Coordination documentation according to GCP and other regulatory according to project time-lines and
guidelines requirements
« Maintain a comprehensive record system for the project « Project stakeholders engaged in
 Provide progress reports relating to project coordination, project implementation
communication and relationship building activities « All ethics and regulatory approvals
« Contribute to protocol development are current
« Coordination of stakeholder input into documentation
* Preparation and submission of Ethics Committee, governance
and regulatory applications
« Creation of manuals and charters e.g. DSMC charter,
monitoring plans
Participant « Review all ethically approved methods of recruitment and use |+ Measured by number of patients
recruitment these strategies to help find potential eligible subjects recruited
« Confirm patient suitability and eligibility with regard to protocol | Patient/family favourable feedback
inclusion and exclusion criteria « Biological samples are routinely

« Ensure Informed Consent is obtained according to the collected
Guidelines for Good Clinical Practice (GCP)

« Collection of study related data and any specimens required
for studies according to each study protocol with adherence to
GCP guidelines

« Act as a resource for the participants and their families/carers,
providing education and support as necessary




KEY RESPONSIBILITIES continued ...

Key

Tasks required to achieve

Measures

Key Responsibilites

Quality « Develop CRFs and associated documents » Review of participant Records
Assurance * Collection of data in accordance with GCP standards * Review of database for
« Liaison with Data Manager to help develop and manage missing/incomplete/flagged data
databases and ensure compliance with the data management |+ Paper and electronic records are
plan complete and up to date by required
* Ensure study related documentation is accurate and updated | timeframe.
regularly « Trial monitoring obligations are
« Assist in contributing to the production of annual and other fulfilled
reports
« Safety monitoring and reporting of safety events
» Monitoring of data quality and adherence to regulations across
research projects including on-site monitoring, site initiation and
closeout
Research « Preparation of human ethics applications and annual progress | ¢ Project fulfils reporting timeline
Outputs reports. requirements
* Reporting related to outcomes of the project or trial. » Grants submitted on time
* Reporting as required by Team Leader and associate « Publication outputs
investigators at other sites.
« Assist with grant applications when required.
« Contribute to journal publications
Team - Attend and contribute to team meetings « Positive feedback from team
membership » Working cohesively and collaboratively with others - both members and collaborators

internal (direct team members) and external (other TKI staff and
collaborators)

« Provide support to Principal Investigator

« Provide assistance with arranging meetings, events or visitors
as required




_

Workplace
Safety © Take reasonable care for your own safety and health |® Responsibilities are
and avoid harming the safety and health of others embedded in work practices.
through any act or omission at work.
© Hazards are effectively
(> Identify and assess workplace hazards and apply managed or reported.
hazard controls.
© Accidents and incidents are
© Report every workplace injury, illness or near miss, no reported in a timely manner.
matter how insignificant they seem.
© All applicable safety policies
© Abide by Telethon Kids Institute policies and and procedures are sought,
procedures. understood and implemented.
ESSENTIAL CRITERIA

Qualifications: « Tertiary education in science, health or nursing with appropriate experience

(what are the minimum

educational, technical or
professional qualifications
required to perform the role)

Essential « Demonstrated experience in clinical trial or clinical registry coordination, or managing research
) projects encompassing multiple stakeholders
Skills, * Proven project and time management abilities in a research context with demonstrable experience
({ple)W1[=le[s[=H creating and maintaining record keeping systems
Experience: » Demonstrated exper@ence develo_ping re_search instrumen_ts _
« Demonstrated experience preparing ethics research applications
« Demonstrated experience in participant recruitment
« Demonstrated ability to set goals, develop priorities and meet deadlines
« Excellent verbal and written communication skills, including demonstrated interpersonal skills and
experience in writing grant applications/scientific publications
« Strong computer skills using Microsoft Office, data management, and electronic communications as
required
« Ability to work independently as well as part of a team
« National police record check and working with children check prior to commencement will be
mandatory

DIRECT REPORTS  [Nore.

List by job title any positions
to be supervised by this role

Approved by: Signature of the person with the authority Rebecca Pavlos
to approve the job description and job title

Date approved: Date upon which the job 19/11/18
description was approved

Reviewed by P&C: Date when the job description 19/11/18
was last reviewed by People & Culture




	Position Title: Clinical Trial Coordinator
	Level: A
	Reports to role: Project Lead
	Team: Infectious Diseases Epidemiology
	Location: Telethon Kids Institute
	KeyRow1: Project Coordination
	Tasks required to achieve Key ResponsibilitesRow1: • Development and management of the registry/trial documentation according to GCP and other regulatory guidelines
• Maintain a comprehensive record system for the project
• Provide progress reports relating to project coordination, communication and relationship building activities
• Contribute to protocol development
• Coordination of stakeholder input into documentation 
• Preparation and submission of Ethics Committee, governance and regulatory applications
• Creation of manuals and charters e.g. DSMC charter, monitoring plans
	MeasuresRow1: • Completed research tasks according to project time-lines and requirements 
• Project stakeholders engaged in project implementation 
• All ethics and regulatory approvals are current 


	KeyRow2: Participant recruitment
	Tasks required to achieve Key ResponsibilitesRow2: • Review all ethically approved methods of recruitment and use these strategies to help find potential eligible subjects 
• Confirm patient suitability and eligibility with regard to protocol inclusion and exclusion criteria
• Ensure Informed Consent is obtained according to the Guidelines for Good Clinical Practice (GCP)
• Collection of study related data and any specimens required for studies according to each study protocol with adherence to GCP guidelines
• Act as a resource for the participants and their families/carers, providing education and support as necessary

	MeasuresRow2: • Measured by number of patients recruited
• Patient/family favourable feedback
• Biological samples are routinely collected

	KeyRow1_2: Quality Assurance
	Tasks required to achieve Key ResponsibilitesRow1_2: • Develop CRFs and associated documents
• Collection of data in accordance with GCP standards
• Liaison with Data Manager to help develop and manage databases and ensure compliance with the data management plan
• Ensure study related documentation is accurate and updated regularly
• Assist in contributing to the production of annual and other reports
• Safety monitoring and reporting of safety events 
• Monitoring of data quality and adherence to regulations across research projects including on-site monitoring, site initiation and closeout

	MeasuresRow1_2: • Review of participant Records
• Review of database for missing/incomplete/flagged data
• Paper and electronic records are complete and up to date by required timeframe.
• Trial monitoring obligations are fulfilled
	KeyRow2_2: Research Outputs
	Tasks required to achieve Key ResponsibilitesRow2_2: • Preparation of human ethics applications and annual progress reports.
• Reporting related to outcomes of the project or trial.
• Reporting as required by Team Leader and associate investigators at other sites.
• Assist with grant applications when required.
• Contribute to journal publications

	MeasuresRow2_2: • Project fulfils reporting timeline requirements
• Grants submitted on time
• Publication outputs

	KeyRow3: Team membership
	Tasks required to achieve Key ResponsibilitesRow3: • Attend and contribute to team meetings
• Working cohesively and collaboratively with others - both internal (direct team members) and external (other TKI staff and collaborators)
• Provide support to Principal Investigator 
• Provide assistance with arranging meetings, events or visitors as required 

	MeasuresRow3: • Positive feedback from team members and collaborators
	Qualifications what are the minimum educational technical or professional  qualifications required to perform the role: • Tertiary education in science, health or nursing with appropriate experience 
	Signature of the person with the authority to approve the job description and job title: Rebecca Pavlos
	Date upon which the job description was approved: 19/11/18
	Date when the job description was last reviewed by People  Culture: 19/11/18
	Essential Skills Knowledge  Experience: • Demonstrated experience in clinical trial or clinical registry coordination, or managing research projects encompassing multiple stakeholders
• Proven project and time management abilities in a research context with demonstrable experience creating and maintaining record keeping systems
• Demonstrated experience developing research instruments 
• Demonstrated experience preparing ethics research applications
• Demonstrated experience in participant recruitment
• Demonstrated ability to set goals, develop priorities and meet deadlines
• Excellent verbal and written communication skills, including demonstrated interpersonal skills and experience in writing grant applications/scientific publications
• Strong computer skills using Microsoft Office, data management, and electronic communications as required 
• Ability to work independently as well as part of a team
• National police record check and working with children check prior to commencement will be mandatory

	Text1: This position requires a professional to coordinate and implement daily research and logistic activities of an clinical registry/trial designed to assess evidence based care of Acute Respiratory Infections in children in accordance with the principles of Good Clinical Practice and the National Statement on Ethical Conduct of Research in Humans.  
	Text3: None.


