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Quality Engineer – Centre for Cell Manufacturing Ireland (CCMI)

Regenerative Medicine Institute (REMEDI)

National University of Ireland, Galway

Reference number – NUIG 18-12
Applications are invited from suitably qualified candidates for the new position of Quality Engineer at the Centre for Cell Manufacturing Ireland (CCMI) which is based at NUI Galway.
The successful candidate will be responsible for the implementation of GMP requirements and the continuous maintenance of same in addition to ensuring that there is continual improvement of the Quality Systems on site. 

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
· Responsible for ensuring Quality systems and associated site procedures are continuously updated and maintained in compliance with current EU Regulations for the manufacture of investigational medicinal products. 
· Play a leading role on cross functional teams involved in the development, manufacture, review and approval of investigational medicinal product batches and other similar projects e.g. tech transfer, scale up etc.

· Play a leading role in identifying requirements of product/process investigations and enhancing the reporting systems in place.

· Provide leadership for deviations, complaints and any other related quality systems ensuring appropriate root cause analysis has been employed.

· Liaise with personnel involved in projects, monitoring, and other QA activities as required.

· Ensure timely and appropriate review and approval of Validation documentation both process and/or equipment.

· Play appropriate role in the development, operation and evaluation of continuous improvement training/retraining programmes.

· Assist in ensuring that compliance issues and trends are critically evaluated and addressed.

· Ensure standards are maintained within the requirements of GMP.
· Responsible for particular projects e.g. product launches, improvement projects. 
· Set up and review Quality Assurance Technical Agreements with the Trial Sponsor, Contract laboratories, Service providers etc. 
· Carry out audits of GMP facilities involved in the manufacturing of medicinal products used in the clinical study.

· Communicate with Project Management, Clinical Supply, Regulatory and Clinical functions internally as well as with the Trial Sponsor.

· Set up and maintain Product Specification Files (PSF) for the medicinal products to be released for a clinical study.

· Check required GMP & Quality Control documentation in conformity with EU GMP and PSF/IMPD/Import and Export Authorisations/Competent Authorities & Ethics Committees approvals.

· Review and approve medicinal products documentation for the product to be used in a clinical study.

· Ensure continuous development and improvement of the Standard Operating Procedures related to the QP release process.

· Promote GMP through training and guidance internally.

REQUIREMENTS
· Minimum 5- 8 years’ experience within Biotechnology/Pharma industry.

· Degree in Science, Quality, with particular focus on Biotechnology or a related discipline would be an advantage. 

· Be familiar with and maintain Product Specification Files (PSF) for the medicinal products to be released for a clinical study. 
· 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, 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 where necessary (i.e. Clinical Supplies, QA, Clinical Operations, etc).

· Ability to act as liaison with other Divisions where necessary (i.e. Clinical Supplies, QA, Clinical Operations, etc).

· Experience of GMP and or FDA regulated site.

· 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 18-12 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.

