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Technical Specialist; Connaught
Key Responsibilities:

• To assist in product development/improvement projects, in compliance with Q04 series requirements.

• To ensure compliance with manufacturing strategies associated with Level III Complaint Investigations.

• To assist in the manufacturing of diluent and bulk reagents in solution preparation.

• To complete and document any testing required for investigation purposes per the requirements of OP0012 and OP0018.

• To design and manage process improvement projects and validations.

• To work in concert with the manufacturing team to identify, document, investigate and remedy the cause of product non-conformance in compliance with site CA/PA system requirements.

• To ensure the smooth transfer of new products from the various facilities, in compliance with Q09 series requirements.

• To participate in laboratory maintenance programs, for example instrument maintenance and calibrations, waste disposal and ordering of laboratory reagents.

• To carry out in-process testing plus associated data reduction and completion of documentation as required during component manufacture.

• To relate information in the form of presentation to other team members and management.

• To assist in training team members and technologists as required.

• To ensure safety standards are met and safe working practices are adhered to. Suggest where improvements, if any, could be made.

• To identify and implement cost reductions that do not adversely impact product quality.

• To bring to the attention of the Scientific Services Manager areas of risk in the production or Scientific Services operations which might have an adverse effect on product quality and/or safety.

• To ensure that the plant meets the quality requirements of its customers, internal quality systems, internal & external auditors and other external agencies.

• To liaise with, seek appropriate advice from and report when necessary to colleagues in North Chicago, Delkenheim and Japan.

• To ensure GMP and GLP requirements are maintained.

• To assist in preparation of the annual departmental budget.

• To assist in the periodic review of controlled documents per OP0004 as required.

• Ensure environmental procedures (e.g. recycling, waste minimisation) are adhered to and improvements made where possible.

Education and Experience:

• You will have completed a relevant post-graduate qualification (Msc or PhD) in one of the following science disciplines - Immunology, Biochemistry, Biotechnology, Organic Chemistry or a related subject.

• Desirable; 2-5 years experience in a relevant manufacturing/ technical role in a regulated environment. Experience in the development or support of immunodiagnostic assays is advantageous.

Please contact Joanne McDonald at jmcdonald@sri.ie or 01 6479202 for further information 
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