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3 JOB DESCRIPTION

Position Title Clinical Research Associate Level B

Reports to (role)  IHESIYERELES

Team P4 Respiratory Health for Kids

Location 15 Hospital Avenue, NEDLANDS 6009

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.

To set up, coordinate and manage clinical trial sites with the aim of meeting protocol and GCP compliance. To assist with
the development, implementation and maintenance standard operating procedures and management systems

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

2y Key Responsibilites Measures
Clinical Trial Study start-up Clinical trials are performed to the
Conduct » Assist Project Manager and Investigators with development of | highest standards and ensuring
study documentation including protocol, CRF and study respect for the rights and safety of
manuals participants.
« Coordinate contracts and other agreements for sites and
vendors Investigators are able to demonstrate
« Coordinate and support the ethics and governance processes | that they are compliant with
for trial sites regulatory guidelines.
Clinical Trial Site Initiation and Monitoring Source documentation is complete
Conduct cont' |« Site staff training on study protocol and study procedures and accurate.

* Regular on-site and remote monitoring of studies in
multicentre trials to ensure compliance to ICH GCP standards. | Accurate and secure storage of data.
* Reporting, follow-up and site support in issue resolution.
Feedback from stakeholders
Study Management Support

« Assist in the preparation of progress reports and study
newsletters

« Coordination of meetings and communications with internal
and external stakeholders including sites and vendors

« Conduct data management activities such as data queries and
data cleaning

« Manage financial aspects of the trial for each study site,
including invoice requests
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KEY RESPONSIBILITIES continued ...

Tasks required to achieve Measures

Key Responsibilites

Other Work with wider Respiratory group to develop and implement Updated policies and SOPs.
SOPs and process improvements
Processes and systems are optimal.
Share regulatory and technical knowledge with the wider group
Effective teamwork and productivity.
Implementation and management of electronic databases and
systems (eg CTMS / Sitedocs Portal / Sharefile / eTMF / ISF) Feedback from
stakeholders

Preparation of meeting minutes/action items

Other duties as required

Contribute to the wider group’s activities where
appropriate




_

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: Undergraduate Degree in Biomedical Sciences

(what are the minimum

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

Essential * Minimum of 2 years’ experience in setting up and monitoring clinical trials.
. » Working knowledge of the Australian regulatory environment for clinical trials
Skills, « Ability to work as part of a multidisciplinary team
(L)1 [=le[s [ « Confidence to work independently
Experience: « Ability to manage multiple priorities and a demanding schedule
* Excellent interpersonal and communication (both written and verbal) skills
* Excellent planning and organisational skills
* Excellent attention to detail

Regular interstate travel is required

DIRECT REPORTS  [ua

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

Approved by: Signature of the person with the authority o
to approve the job description and job title @
Date approved: Date upon which the job 5 Dec-2018

description was approved

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




	Position Title: Clinical Research Associate
	Level: B
	Reports to role: Project Manager
	Team: P4 Respiratory Health for Kids
	Location: 15 Hospital Avenue, NEDLANDS 6009
	KeyRow1: Clinical Trial Conduct
	Tasks required to achieve Key ResponsibilitesRow1: Study start‐up 
• Assist Project Manager and Investigators with development of study documentation including protocol, CRF and study manuals
• Coordinate contracts and other agreements for sites and vendors
• Coordinate and support the ethics and governance processes for trial sites


	MeasuresRow1: Clinical trials are performed to the highest standards and ensuring respect for the rights and safety of participants.

Investigators are able to demonstrate that they are compliant with regulatory guidelines. 


	KeyRow2: Clinical Trial Conduct cont'
	Tasks required to achieve Key ResponsibilitesRow2: Site Initiation and Monitoring 
• Site staff training on study protocol and study procedures
• Regular on‐site and remote monitoring of studies in  multicentre trials to ensure compliance to ICH GCP standards.
• Reporting, follow‐up and site support in issue resolution.

Study Management Support 
• Assist in the preparation of progress reports and study newsletters
• Coordination of meetings and communications with internal and external stakeholders including sites and vendors
• Conduct data management activities such as data queries and data cleaning
• Manage financial aspects of the trial for each study site, including invoice requests

	MeasuresRow2: Source documentation is complete and accurate.

Accurate and secure storage of data.

Feedback from stakeholders

	KeyRow1_2: Other
	Tasks required to achieve Key ResponsibilitesRow1_2: Work with wider Respiratory group to develop and implement SOPs and process improvements

Share regulatory and technical knowledge with the wider group

Implementation and management of electronic databases and systems (eg CTMS / Sitedocs Portal / Sharefile / eTMF / ISF)

Preparation of meeting minutes/action items

Other duties as required

Contribute to the wider group’s activities where
appropriate
	MeasuresRow1_2: Updated policies and SOPs.

Processes and systems are optimal.

Effective teamwork and productivity.

Feedback from
stakeholders
	KeyRow2_2: 
	Tasks required to achieve Key ResponsibilitesRow2_2: 



	MeasuresRow2_2: 
	KeyRow3: 
	Tasks required to achieve Key ResponsibilitesRow3: 
	MeasuresRow3: 
	Qualifications what are the minimum educational technical or professional  qualifications required to perform the role: Undergraduate Degree in Biomedical Sciences
	Signature of the person with the authority to approve the job description and job title: 
	Date upon which the job description was approved: 5 Dec-2018
	Date when the job description was last reviewed by People  Culture: 
	Essential Skills Knowledge  Experience: • Minimum of 2 years’ experience in setting up and monitoring clinical trials.
• Working knowledge of the Australian regulatory environment for clinical trials
• Ability to work as part of a multidisciplinary team
• Confidence to work independently
• Ability to manage multiple priorities and a demanding schedule
• Excellent interpersonal and communication (both written and verbal) skills
• Excellent planning and organisational skills
• Excellent attention to detail


Regular interstate travel is required

	Text1: To set up, coordinate and manage clinical trial sites with the aim of meeting protocol and GCP compliance. To assist with the development, implementation and maintenance standard operating procedures and management systems
	Text3: NA


