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Research Facility Engineer – Centre for Cell Manufacturing Ireland (CCMI)

Regenerative Medicine Institute (REMEDI)

National University of Ireland, Galway

Reference number – NUIG 17-12
Applications are invited from suitably qualified candidates for the new position of Research Facility Engineer 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
· Ensure that compliance to documented procedures and GMP requirements are implemented and maintained to the highest possible standards.
· Ensure that an operating and maintenance procedure is prepared, in place and updated as appropriate for each piece of equipment including utility systems in the facility e.g. Air Handling system, Water system etc.
· Ensure assessment and implementation of software validation requirements for monitoring systems as applicable e.g. Eltek system. 

· Manage Cleanroom validation and routine activities during production in cooperation with production manager - Environmental monitoring programme.
· Ensure that all calibration and preventative maintenance is carried out as per approved protocols / procedure and as per the maintenance interval specified.  Records of calibration and maintenance carried out must be kept up to date and filed in the appropriate file.

· Review and approve documentation provided by external subcontractors to ensure its compliance to GMP and the required specification/ tolerances as detailed in the specific protocol. 

· Ensure in cooperation with Quality Manager that there are Technical /. Service agreements in place with all critical service providers.

· Prepare pre-purchase proposal, Design Qualification (DQ), Installation Qualification (IQ), Operational Qualification (OQ) and Performance Qualification (PQ) protocols and reports for new pieces of equipment required in the facility.
· Ensure that the IQ, OQ and PQ for existing equipment is satisfactory and in line with current GMP requirements and industry norms. 

· Ensure that all pieces of equipment in the Plant Room are operating and maintained as per the relevant procedure where issues identified organize requalification.
· Ensure equipment inventory is kept up to date.

· Liaising with sub-contractors / suppliers where necessary e.g. in the event of breakdowns, maintenance, etc.

· Trouble shoot and problem solving where necessary both in the area of maintenance issue investigation and timely closure of deviations and change controls.
· Ensuring all existing procedures which are part of the Quality System are followed or updated as necessary to reflect practice and suggestions made and training given on areas of expertise such that the system can be continuously improved.

· Prepare equipment validation/ qualification protocols, critically review validation/ qualification reports such that any deviations or anomalies are investigated and resolved as per GMP. 

· Ensure validation status of the plant and facilities is maintained e.g. Air Handling, etc.

REQUIREMENTS
· Relevant engineering/science background
· A minimum of 5 years experience working in the pharma/biotech industry
· Experience working in a GMP/FDA regulated environment 
· Knowledge of validation, regulatory affairs, equipment, services, etc. associated with manufacture of finished pharmaceutical products and Investigational Medicinal Products. 
· Effective interpersonal skills and excellent problem solving ability.

· Effective oral and written communication skills.

· Ability to act as liaison with other divisions, vendors and suppliers 

· Responds positively to changing circumstances and priorities.

· Proven track record in your current role is essential.
Salary:  €44,871 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 Dr. Kieran Ryan at Kieran.a.ryan@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 17-12 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.


