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Job Description
	Job title:

	Biopharmaceutical Scientist - KTP Associate

	Department/School:

	Pharmacy & Pharmacology 

	Salary:

	£31,000 to £35,000 p/a depending on qualifications and experience, plus an additional £6,000 personal training and development budget.
The post is fixed term for 36 months

	Location:

	Corsham, Wiltshire


	Job purpose


	Antibody based drugs that work by engaging T cells are an exciting new class of cancer therapy. This KTP will develop, validate and implement novel methods for the characterisation of drugs in this class under extended storage. New Qualasept products will be produced that have extended shelf lives.
This is a 36-month Knowledge Transfer Partnership (KTP) between Qualasept Ltd, the Department of Pharmacy and Pharmacology and the Department of Biology and Biochemistry at the University of Bath.  



	Source and nature of management provided 


	The KTP project is delivered by the Associate and is managed through a Local Management Committee (LMC). This is chaired by the senior company executive and comprises the Company and Academic leaders/supervisors and a KTP Advisor (Innovate UK representative), and meets every 4 months. Monthly progress meetings are held with the Company and Academic Supervisors. Day-to-day management will be organised by the Company’s Principal and Deputy Principal Scientists, the latter who was a previous KTP Associate and is now employed by the Company.



	Staff management responsibility


	There is no direct management responsibility. Limited supervision of technical staff might be envisaged at specific times, if justified by the project’s operational requirements.



	Special conditions 


	The Associate must hold a valid UK Driving License and be able to travel as required, to attend KTP residential schools and any meeting in the UK or overseas as is necessary for the successful completion of the project.

. 


	Main duties and responsibilities 


	1
	Research. Familiarisation with the field of aseptic manufacturing of biologicals and shelf-life extensions. 
Understand and implement existing guidance and regulatory requirements relating to extended stability as well as the processing of data. 

Perform data processing methods on existing company studies as part of training.

The Associate will carry out literature and patent reviews to identify key drug targets and emerging drugs in the class. 
Develop cell-based methods for evaluation of functional activity of antibody therapeutics which provide data compliant with relevant regulatory guidance.


	2
	Investigate suitability of assays for evaluating glyco-engineered antibodies This will involve demonstration of: 

· Applicability towards extended stability studies as performed in Qualasept, 

· Reliability and reproducibility,

· Ability to validate in accordance with regulatory guidelines.

Validate the most appropriate assay to demonstrate its stability indicating nature using the glyco-engineered drug Atezolizumab 

Design and perform a fully-compliant stability study for specific antibody therapeutics, incorporating physico-chemical characterisation as well as quantification of functional activity.



	3
	Teamwork and motivation. 

Embed knowledge into Qualasept through training of existing workforce on newly established methods, as well as joint implementation of assays into an additional product. 



	4
	Initiative and problem-solving. The main objectives of the project and the desired timeline are set but how they will be achieved will be dictated by the evolution of the research. The Associate must therefore be self-motivated and able to work independently to complete the tasks and manage the project accordingly.



	5
	At specific times in the project, the Associate might be expected to supervise technical personnel for completion of specific tasks, either in person or remotely.

	6
	Liaison and Networking. The project relies on a good dissemination of results but also the pro-active search for the right information, sometimes outside the applicant’s direct skill set, and sometimes to show external customers the results of the project and how it matches their objectives. Timely and relevant exchanges of information are imperative.



	7
	Communication. The Associate is expected to write monthly progress reports and prepare executive summaries and other reports for the Local Management Committee (LMC) meetings. Within the limits of commercial confidentiality, the Associate will have the opportunity to deliver papers at conferences and will be expected to co-author articles in peer-reviewed international publications. Excellent written and oral communication skills are therefore important.



	8
	The Associate will be an employee of the University of Bath and based at the company for the duration of the project.

	You will from time to time be required to undertake other duties of a similar nature as reasonably required by your line manager. You are required to follow all University policies and procedures at all times and take account of University guidance. 
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Person Specification
	Criteria
	Essential
	Desirable

	Qualifications
	
	

	A PhD in a relevant scientific background (such as Pharmacology, Cell Biology) or equivalent significant relevant experience and professional qualification. (Where the degree has not yet been awarded, a thesis must have at least been submitted before the application deadline). 

	√

	

	Experience/Knowledge
	
	

	Significant practical laboratory experience in an industrial setting, preferably in the pharmaceutical sector.
Practical experience in cell-culture techniques and cell-based functional assays.
Experience with analytical techniques such as HPLC (method development), mass spectrometry and FT-IR as applied to the analysis of biological therapeutics

Experience of working in multi-disciplinary project teams to agreed project plans and specifications
Project management experience or demonstrated self-motivation in an industry and/or research setting
Knowledge of national regulatory guidance relevant to the analysis of biological therapeutics


	√

√

√

√


	√

√



	Skills
	
	

	Ability to organise and prioritise own workload to meet required deadlines
Ability to write research reports and to effectively disseminate outcomes
Excellent written and verbal communication skills (proven experience of writing reports, giving presentations, interacting with customers or other third parties communicating complex technical information to stakeholders at all levels).
Demonstrated high-level investigation, analysis and research skills.

Ability to manage time critical projects
Ability to rapidly select relevant data and create and test

hypotheses with minimal supervision, work collaboratively and to react responsively to KTP project requirements.

Ability to conceptualise and understand the commercial imperative of the project
Excellent problem solving skills

	√

√

√

√

√

√

√
√


	

	Attributes
	
	

	Self-motivated: ability to “take ownership” of the project and bring it to a successful completion

Awareness of the principles of a KTP and a willingness to embrace them


	√

√
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