


[image: ]

                                          JOB DESCRIPTION

	Job title:
	Scientist



	Pay Band
	Band 7



	Department:
	Biosafety In-vitro



	Reporting Structure:
	
Head of Biosafety, In-vitro 




	Staff reporting to post holder:
	NoneScientist (Mycoplasma)




	Main purpose of job:
	Scientist with responsibility for mycoplasma testing services and associated client liaison.  Although asked to play a supporting role in other Biosafety areas, the primary requirement is to assume a pivotal role in the testing of biological medicinal products for mycoplasma contamination.
Comply with the Good Manufacturing Practice (GMP) regulations, Moredun Scientific Ltd (MSL) Standard Operating Procedures (SOPs), Risk Assessments (RAs) and Study Protocols (SPs).



	
Main duties of post holder:

	Conduct of mycoplasma testing as defined in E.P. 2.6.7 Mycoplasmas and USP-NF Mycoplasma Tests (and related validation activities)

Management & execution of studies to current GMP regulatory requirements, including:-
· Data collation, data checking and interpretation.
· Production of accurate and concise reports/Certificates of Analysis
· Authorship of study plans and SOPs.
· Provision of oversight and training to other team personnel when required.
· Ensure effective handling of Out of Specifications (OOSs), Deviations, Corrective and Preventative Actions (CAPAs) and Change Controls according to Company SOPs

Maintenance of equipment, facilities and materials to GMP standards, including:-
· Ownership and Qualification of Media and Control organism stocks 
· Involvement in responding to questions from internal and external audits (client and regulatory).
· Assist environmental monitoring for in vitro testing areas.

Liaison with internal Quality Assurance (QA) Department, and with external Suppliers, Sponsors and Contractors. 

Encourage and show flexibility in the workplace across all departments within MSL when required.


	
               PERSON SPECIFICATION

	
	Essential
	Desirable

	Attainments:
	Degree in Biological Science or related discipline 
	

	Experience:
	In depth, practical knowledge of cell culture and regulatory Mycoplasma testing, as defined in European and US Pharmacopoeias.
	

	
	Working in a commercial Biosafety testing laboratory and a Quality Environment.
	

	
	Practical understanding, and application, of Good Manufacturing Practice (GMP)
	Knowledge of the regulatory requirements for testing of raw materials, cell banks, viral seed stocks, unprocessed bulk harvest materials and final products.

	
	Managing and executing GMP regulatory studies 
	

	
	Understanding of the activities required for assay validation.
	

	
	
	

	Skills:
	Communication - excellent interpersonal and communication skills when dealing with a wide range of managers and staff.
Ability to provide verbal communications to staff, visitors, collaborators or clients.
	

	
	Managing relationships – ability to deal with a wide range of people with tact and diplomacy.   
Able to build and maintain effective working relationships with a range of people.
	

	











Skills: 
continued
	Team working - ability to work flexibly and effectively as part of the team.
An ability to train, mentor and supervise other team members
	

	
	Problem Solving- Ability to interpret and analyse data.  Use of initiative in problem solving 
	

	
	Resilience - strong ability to work with constantly changing commitments 
	

	
	Planning and organisation - able to work on own initiative.
Ability to follow the determined schedule and to prioritise, plan activities to ensure that deadlines are met.  
	

	
	Confidentiality – awareness of the importance of confidentiality.
	

	
	Decision making – able to justify and make decisions within the workplace.
	

	
	Flexibility – ability to adapt and work effectively with a variety of situations, individuals or groups. 
	

	Other skills (please specify)
	
	

	Other requirements (please specify)
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