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                                           JOB DESCRIPTION

	Job title:
	Head of Biosafety (In-vitro)



	Pay Band
	Band 9



	Department:
	Biosafety (In-vitro)



	Reporting Structure:
	Moredun Scientific Managing Director

Head of Biosafety, 
In-Vitro



	Staff reporting to postholder:
	
Scientists and technical staff



	Main purpose of job:
	To manage Moredun Scientific Biosafety (In-Vitro) Division and ensure that science and quality of services are compliant with Good Manufacturing Practice (GMP) regulatory guidelines and client expectations.

To ensure all staff are adequately trained and resourced to conduct work to the highest professional standard.

The post-holder is expected to have working knowledge of and comply with the GMP regulations, Standard Operating Procedures and relevant protocols.




	
Main duties of postholder:





Main duties of postholder: continued
	To lead and manage a team offering Good Manufacturing Practice (GMP) testing services.

To liaise with clients ensuring enquiries are dealt with promptly and efficiently.  

To ensure that testing operations are optimised to ensure the safe and timely release of biological medicinal products. 

To ensure that studies are GMP compliant (e.g. European and/or United States Pharmacopoeias) in conjunction with the Quality Assurance Department. 

To proactively manage the departmental Quality documentation (Deviations, OOS, CAPAs and Change Controls including Validations required in the department) 

Responsibility for maintenance of equipment and facilities in Biosafety In-Vitro areas.

Act as Scientist for Biosafety and execute GMP testing protocols as required.

To promote and develop working environment as one which challenges but ultimately supports all staff.

To ensure all training needs are identified and met.

Ability to deal with challenging situations and negotiate favourable outcomes.

To identify, plan and implement any identified process improvement activities to improve departmental efficiencies.



               PERSON SPECIFICATION

	
	Essential
	Desirable

	Attainments:
	Degree (or higher) qualification 
	

	Experience:
	Biological expertise across scientific disciplines (bacteriology, virology, cell culture etc)
	

	
	Full understanding of Eudralex Vol 4 GMP guidelines/current MHRA Rules and Guidance for Pharmaceutical Manufacturers and Distributors for a Sterility and Mycoplasma Testing Facility
	

	
	Principles and guidelines of GMP, in relation to contract quality control services as laid down by the European Commission Directives 2003/94EC & 91/412EEC
	

	
	Experience of working in and understanding of cleanroom classifications and environmental monitoring in accordance with ISO 14644
	

	
	Working in GMP environment 
	

	
	Biosafety Industry and current trends
	

	
	Excellent line management skills
	

	
	Excellent project management skills
	

	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.

Ability to manage sensitive information.
Ability to write complex and detailed reports.
	



	Skills: 
continued
	Ability to present to clients, audits and inspections.
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, including colleagues and external collaborators and clients.
	

	
	Team working - ability to work flexibly and effectively as part of the team.
Ability to coach and train team members.
	

	
	Resilience - strong ability to work with ambiguity and constantly changing set of circumstances and issues. 
	

	
	Confidentiality – awareness of the importance of confidentiality.
	

	
	Planning and organisation - able to work on own initiative, prioritise, plan activities taking into account deadlines and resources.  
	

	
	Decision making – able to take independent action where necessary in line with policies and procedures.
	

	
	Flexibility – ability to adapt and work effectively with a variety of situations, individuals or groups. 
Able to understand and appreciate different and opposing perspectives on an issue and to adapt an approach as the situation changes
	

	Other skills (please specify)
	
Understanding of finance accounting.
Ability to input at a strategic level.
	

	Other requirements (please specify)
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