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Operations Manager – Centre for Cell Manufacturing Ireland (CCMI)
Regenerative Medicine Institute (REMEDI)
National University of Ireland, Galway
Reference number – NUIG 16-12

Applications are invited from suitably qualified candidates for the new position of Operations Manager at the Centre for Cell Manufacturing Ireland (CCMI) which is based at NUI Galway.
Significant investment has been made at the Centre for Cell Manufacturing, Ireland (CCMI) at NUI Galway. This investment has seen the development of a 250m2 facility, housing two independent production suites. CCMI is seeking to produce medicinal grade human stem cells as Advanced Therapy Medicinal Products (ATMPs) for clinical trials. The CCMI is managed by the Regenerative Medicine Institute (REMEDI) www.remedi.ie which is a Science Foundation Ireland-funded biomedical research centre with a primary goal of studying stem cell biology and translating these findings to new regenerative therapies for human disease. REMEDI is a partnership of scientists, clinicians, and engineers and it is housed at the National Centre for Biomedical Engineering Science (NCBES) at NUI Galway. 
Before CCMI can generate product for regenerative medicine clinical trials, a GMP manufacturing license must be obtained from the Irish Medicines Board (IMB). To support the realisation of this goal, CCMI is seeking to recruit an operations manager.  The position is fixed term for an initial period of 12 months (to end March 2013). If a license is obtained within this timeframe, ongoing funding will be available to extend the contract. 

KEY RESPONSIBILITIES
· [bookmark: _GoBack]Effective management of the CCMI, including but not limited to:-  management of manufacturing, production planning, purchasing, quality control, storage, inventory control, shipping, regulatory compliance, quality assurance, documentation controls, manufacturing and facilities engineering, facility maintenance, manufacturing and regulatory support for new product introduction, financial control, asset management, human resources, health and safety, and administrative functions that support the operation of the CCMI within industry requirements i.e. GMP. 
· Support NUI Galway and REMEDI Vision and Mission Statements and Core Values and initiatives introduced in support of these objectives. 
· Manage the setting of the CCMI annual budgets and objectives, in line with University/REMEDI strategy and ensure that appropriate goals are set for all departments in support of annual budgets and objectives. Ensure adequate employee training and resources are provided to meet objectives. 
· Report quarterly to REMEDI Governance Committee on performance of annual objectives and on operational budgets, expenses, and capital budgets.
· Manage all plant operations and personnel in conformance with GMP and in line with current industry norms for the product category – Investigational Medicinal Products   Achieve Key Performance Indicators and implement similar programme for key personnel. Ensure all personnel are adequately trained and act in compliance with University and CCMI policies and procedures.
· Manage all manufacturing operations to meet GMP quality standards and policies and production schedule. Manage accurate and complete documentation of products manufactured in the CCMI. 
· Initiate and manage product and process improvement to enhance product quality, increase efficiency, reduce cost, or to improve safety and working conditions, all in accordance with GMPs. 
· Provide technical direction for processes, manufacturing equipment, cleanrooms and facility management. Manage installation of new product lines and equipment per schedule. 
· Responsible for leadership at the CCMI, including morale, teamwork, training, career/skill development, reward and performance reviews. Responsible for upgrading the skills and abilities of all personnel under direct and indirect supervision. This may include, but is not limited to: providing regular and constructive performance appraisal (formally and informally) and discipline if appropriate, establishing career development plans, conducting training courses both on and off-site, and identifying projects that stretch individual abilities.
· Responsible for establishing and maintaining relationships with appropriate external bodies, this includes but is not limited to: the University and all employees thereof, the Galway Clinical Research Facility, University College Hospital Galway, industry, Irish Medicines Board, EMEA. 
· Actively seek business opportunities, utilising personal business, governmental, and academic networks to uncover potential opportunities. Conduct initial pre-screening and due diligence checks prior to recommending for consideration. 

REQUIREMENTS 
· MSc degree in Science, Biotechnology, Engineering or Quality discipline; MBA an advantage 
· Minimum 5 years  experience within Biotechnology/ Pharmaceutical industry
· Proven track record in a management role is essential.
· Have effective interpersonal skills and excellent problem solving ability.
· Excellent Knowledge of EUGMP Regulations, including the requirements for investigational Medicinal Products, and clinical trial legislation - directive 2001/20/EC,  
· Knowledge of validation, regulatory affairs, equipment, services, requirements etc. associated with manufacture of Biotechnology finished pharmaceuticals.

Salary:  €89,430 per annum		Start date:  March 2012

Further information about REMEDI is available at http://www.remedi.ie; Informal contacts concerning the post may be made to Professor Tim O’Brien via e-mail to timothy.obrien@nuigalway.ie 

To apply: 
Applications to include a covering letter, CV, and the contact details of three referees can be submitted through the NCBES website by using the following link:
http://ncbes.eurhost.net/vacancies.aspx
Applications must quote ref. no. NUIG – 16-12 in all correspondence.

Closing date for receipt of applications is 5.00 p.m. on Monday 27th February 2012

National University of Ireland, Galway is an equal opportunity employer.
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