







Ref: PEL1594
Grade 7 Biologicals Assessor x 2 in the Biologicals Team - at the Veterinary Medicines Directorate (VMD), Addlestone, Surrey.
About the jobs

These exciting and interesting jobs put you at the heart of the important work of the VMD’s Biologicals Team, principally in the following areas:

Scientific evaluation of data packages
Your primary role will be to authorise biological/immunological veterinary medicinal products in the UK.  You will be responsible for the scientific evaluation of data packages against UK requirements for quality, safety and efficacy and making recommendations on the suitability of the product for use in animals. 
We expect you to have a background that enables you to provide a specialist input into biological, quality and manufacturing aspects although it will be necessary to assess all areas of the dossier.  You will work within a peer-reviewed environment and contribute to ensuring we make robust and transparent decisions on veterinary biologicals based on scientific evidence. 
You will translate your background and experience of biological medicines to the competent and robust assessment of applications for marketing authorisations for biological veterinary medicinal products.  Your work will play a major role in assuring the quality, safety and efficacy of animal medicines and will significantly contribute to the VMD meeting its published standards.

Authorisation of novel medicines
The field of biological medicines is a rapidly developing area and you will need to feel comfortable with the scientific and regulatory challenges that come with authorisation of novel medicines.  You will play an influential role in shaping the regulation and scientific assessment of novel products in the veterinary medicines’ arena.

Review of scientific and regulatory guidelines
We will also expect you to maintain an awareness of scientific developments in the field of biological medicines and be proactive in the development and review of scientific and regulatory guidelines which support the quality, safety and efficacy requirements and act as an aid to the pharmaceutical industry and the development of medicines.  
Our international profile
The VMD is a leading regulator of veterinary medicines and has an active international profile and you will be expected to contribute your expertise towards maintaining UK market appeal for veterinary medicines and aid future collaboration with other international regulators.  

Your Purpose 

You will be responsible for the assessment of quality, safety and efficacy data for applications for:

· new marketing authorisations for biological and immunological veterinary medicinal products

· variations to existing marketing authorisations

· renewals of existing marketing authorisations, and

· animal test certificates to conduct clinical field trials.
You will also provide expertise within the biological/immunological veterinary medicine areas, including:

· activities related to the international work of VMD

· reviewing the scientific and regulatory guidelines and framework for biological/immunological veterinary medicinal products, including novel therapies and
· activities related to ensuring availability of biological/immunological veterinary medicinal products.
Your main duties

Your main duties will be to:

· scientifically assess quality, safety and efficacy data for marketing authorisations, animal test certificates, variations and renewals for biological/immunological veterinary medicinal products

· undertake a detailed evaluation of the data and, in liaison with other assessors, formulate a recommendation to accept or refuse the application, based on the benefits and risks you identify during the assessment

· prepare and peer review written assessment reports

· present assessment reports to UK and international scientific committees

· advise applicants on technical aspects of potential applications

· deal with enquiries and represent the Biologicals Team at meetings with internal and external stakeholders

· provide technical input relating to ensuring availability of biological/immunological veterinary medicinal products
· maintain awareness of current developments, legislation and guidance affecting biological/immunological veterinary medicines within National and International context

· contribute to development of scientific and regulatory industry guidance for biological/immunological veterinary medicinal products

· advise Defra and outside organisations, including logistics to ensure the availability of biological/immunological veterinary medicines

· collaborate with members of the Authorisations Division to achieve the Division’s overall objectives and
· contribute to wider VMD initiatives, such as training and development, publicity programmes, and international work programmes.
About the VMD

As an executive agency of the Department for Environment, Food and Rural Affairs (Defra) we contribute to its objectives to protect public health and meet high standards of animal welfare. Our work also helps the Food Standards Agency to protect and improve the safety of food people eat. Around 160 people - a mixture of scientific and administrative staff - work at our offices near Addlestone, Surrey.

Do you have the experience, qualifications, and IT Skills we are looking for?

Please note that we may test your ‘technical knowledge’ at interview.
Experience

This is the knowledge or mastery of an activity or subject gained through involvement in or exposure to it.
You must have:
· practical experience in the development and/or manufacturing processes of biological/immunological medicinal products 
· postgraduate experience which has given you a thorough working knowledge of biological medicinal product development, for example in the pharmaceutical industry in the development and/or manufacturing processes of biological/immunological products

· experience applying your analytical and problem–solving skills quickly to assimilate scientific and other information, identifying issues, drawing conclusions, and making recommendations preparing scientific reports relating to the evaluation of benefit/risk of these products

· experience communicating complex scientific issues, in writing and face-to-face, with clarity and conviction in the face of tough negotiation or challenge and
· experience prioritising continuous self-learning and development – identifying those areas that you need to develop to achieve your future objectives.
You must also have experience in or awareness of the following, or a demonstrable ability to get up to speed with them rapidly:

· the development and/or manufacturing of products such as cell therapies, monoclonal antibodies or other novel therapies

· current animal health and topical veterinary issues

· regulatory legislation and systems for biological/immunological medicinal veterinary products

· line management experience as, though the post has no current line management responsibility, this could change in the future.
Qualifications
You must have a higher degree obtained by research in a relevant biological scientific discipline.
IT Skills

You must be proficient in the use of Microsoft Office packages, particularly Word, Excel and Outlook.  You must use the internet effectively and have the aptitude to learn how to use the VMD’s bespoke IT systems.
You must have a valid passport

Behaviours 

You must demonstrate in the examples you give in your application how you meet these behaviours:
Working Together - Actively build and maintain a network of colleagues and contacts to achieve progress on shared objectives. Challenge assumptions while being willing to compromise if beneficial to progress. Build strong interpersonal relationships and show genuine care for colleagues. Ensure consideration and support for the wellbeing of yourself and individuals throughout the team. Understand the varying needs of the team to ensure they are supported and their experiences are utilised. Create an inclusive working environment where all opinions and challenges are taken into account and bullying, harassment and discrimination are unacceptable. Remain available and approachable to all colleagues and be receptive to new ideas.
Making Effective Decisions - Clarify your own understanding and stakeholder needs and expectations, before making decisions. Ensure decision making happens at the right level, not allowing unnecessary bureaucracy to hinder delivery. Encourage both innovative suggestions and challenge from others, to inform decision making. Analyse and accurately interpret data from various sources to support decisions. Find the best option by identifying positives, negatives, risks and implications. Present reasonable conclusions from a wide range of complex and sometimes incomplete evidence. Make decisions confidently even when details are unclear or if they prove to be unpopular.
Communicating and Influencing - Communicate with others in a clear, honest and enthusiastic way in order to build trust. Explain complex issues in a way that is easy to understand. Take into account people’s individual needs. Deliver difficult messages with clarity and sensitivity, being persuasive when required. Consider the impact of the language used. Remain open-minded and impartial in discussions, whilst respecting the diverse interests and opinions of others. Introduce different methods for communication, including making the most of digital resources whilst getting value for money. Monitor the effectiveness of own and team communications and take action to improve where necessary.

Delivering at Pace - Ensure everyone clearly understands and owns their roles, responsibilities and business priorities. Give honest, motivating and enthusiastic messages about priorities, objectives and expectations to get the best out of people. Comply with legal, regulatory and security requirements in service delivery. Set out clear processes and standards for managing performance at all levels. Ensure delivery of timely quality outcomes, through providing the right resources to do the job, reviewing and adjusting performance expectations and rewarding success. Maintain own levels of performance in challenging circumstances and encourage others to do the same. 

Other Information

This is a full‑time post.  Job shares could be possible, although a degree of flexibility would be required so that the job holder(s) could take full responsibility for all aspects of their own work, including attendance at relevant meetings.  In order for a job share to be considered there must be two people who are successful at interview who want to work in this way. Term time working would not be possible due to the short timelines assigned to the tasks.
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