POSITION DESCRIPTION

View Job Description

Sydney South West Area

Health Service - Kate

McBride

Position Number: 60575

Position Title: Production Manager (Snr Hospital Scientist)

Facility: Y - TRUST FUNDS - CONTROLLED

Division: 81000 - ROYAL PRINCE ALFRED HOSPITAL

Cost Centre: 82466 - CELL & MOLECULAR THERAPY

Classification: 07HSCS - Senior Hospital Scientist

Award: 07 - Hospital Scientists (State) Interim Award

Various Awards:

Vaccination

Category:

A

Child Related

Employment:

Yes

This Position

Reports To:

Head of Department, Cell & Molecular Therapies.

Together With: Quality Manager
Development Manager
IT Support Officer

Clinical Trials Coordinator

Direct Reports: Project Managers

Laboratory Staff

PURPOSE OF POSITION

The Production Manager will be responsible for managing and

supervising the activities of the clinical Cell and Molecular Therapy (CMT)
Laboratories in accordance with Good Laboratory Practice, the code of Good Manufacturing Practice and Commercial Objectives. This includes implementation of an ongoing equipment maintenance program and initial supervision of new equipment installation and validation. The position will also present the CMT outputs to clinical trial programs, collaborators and industry. The Production Manager will
establish, maintain and continually improve safe working practices and standard operating

procedures. The Production Manager will also promote the quality and

achievements of the CTM and work in close liaison with the Head of

Department and Department Development Manager.

KEY ACCOUNTABILITIES

• Establish and maintain the principles of Good Laboratory Practice and cGMP.
• Prepare for applications and inspections, and coordinate and maintain licenses from Regulatory bodies including the TGA.

• Build and coordinate a cell therapy production team within the CMT.

• Produce successful scientific and medical grant applications, and regulatory approvals.

• Development and refine protocols for cellular processing.

• Undertake cell and or gene and or molecular therapeutics to meet the requirements of the Office of the Gene Technology Regulator, TGA and other relevant national and

international regulatory bodies.

• Provide training to staff in the execution and reporting of

experiments.

• Supervise experimental design, execution and reporting.

• Operate and develop project budgets.

• Promote scientific achievements internally and externally through

papers, posters and scientific/corporate presentations.

• Liase with industry.
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POSITION DIMENSIONS

• Assist in the selection of projects for in-licensing.

• Develop staff performance and operate staff selection and reviews.

• Other duties as determined by the Head of Department, CMT.

CHALLENGES

Working within a newly established department

Developing the operational requirements of the CMT Laboratories
Coordinating a new team of staff
COMMUNICATION

Internal:

Head of Department, CMT

Department Development Manager, CMT

Project Managers

Quality Manager

Clinical Trials Coordinator

IT Support Officer

Laboratory staff within CMT
Other staff across RPAH

External:

Vendors, clients and outside testing services

TGA

Funding bodies / organisations

Universities

DECISION MAKING

Service planning & resource management in accordance with

professional & regulatory standards and organisational policies.

SELECTION CRITERIA

PhD in Cellular Therapy, Haematology, Immunology, Gene Therapy or closely related

field

At least 5 years experience in Cellular Therapy, Haematology, Immunology, Gene Therapy or closely related field with a proven academic track record

Highly goal oriented with leadership and problem solving skills

Experience in industry funded translational research and in managing

laboratory budgets

Successful therapeutic development preceeding human clinical

trial

Knowledge of regulations associated with the Gene Technology Act

2000, OGTR, TGA and other relevant national and international regulatory

bodies and experience in the principles of Good Laboratory Practice

Excellent written and communication skills

Ability to build excellent relationships with staff, co-workers and

industry

Staffing: 12.0 FTE Laboratory staff when fully operational

Budget: As per C/C delegation

Financial

Delegation:

As per delegation manual
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APPENDICES

Appendix 1:

General Responsibilities - Legislative (automatic attachment)

Appendix 2: Organisational Profile

Not Supplied

Appendix 3: Organisational Chart

Not Supplied

As the incumbent of this position, I have read this Position

Description, understand its contents and agree to work in accordance

with the requirements of the position I understand and accept that I

must also comply with the policies and procedures of the SSWAHS

and can be required to work in any location under the jurisdiction of

SSWAHS.

I also agree to strictly observe the Area’s policy on confidentiality of

client information or such other sensitive or confidential information

that I may come across in the course of my employment.

Employee

Signature:

_______________________________________

Employee

Name:

_______________________________________

Please print

Manager

Signature:

_______________________________________

Manager

Name:

_______________________________________

Please print
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