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JOB TITLE		Deputy Head of Pharmacy Quality Assurance
[bookmark: _Hlk172633081]BAND 		8b

	Job Summary

	To be accountable for the operational management of the quality assurance team across several pharmaceutical ‘Specials’ services within the hub ensuring that Quality Risk Management principles are in place utilising the Pharmaceutical Quality System to meet Good Manufacturing Practice (GMP), Good Clinical Practice (GCP) and Good Distribution Practice (GDP) requirements, Health and Safety at Work, Control of Substances Hazardous to Health (COSHH) and Ionising Radiations (Medical Exposure) Regulations (IR(ME)R), The Human Medicines Regulations and any other relevant statutory requirements, to deliver a timely, high quality and patient-focused service across Wales. 
 
To deputise for the Head of Pharmacy Quality Assurance ensuring safe and compliant Pharmacy Technical Services are maintained within the hub, evaluating and prioritising services when constraints occur, and liaising and negotiating with internal and external stakeholders to do this. 
 
To lead a team developing new products and processes or maintaining existing ones, using Quality Risk Management (QRM) and Quality by Design (QBD) principles.

The post holder manages the staff and resources within their team to ensure that pharmacy services at the hub are provided to current statutory regulations and standards.

To regularly undertake research, creating evidence to support service development and improvement and enable the evaluation of services across the manufacturing unit, publishing this where appropriate to share good practice.

	Responsible to

	[bookmark: Text1]Reporting:       

	[bookmark: Text2]Accountable:       
	[bookmark: Text3]Professionally:       

	Responsibilities and Duties

	· Accountable and responsible for the operational delivery of the Pharmacy Quality Assurance service on behalf of the Head of Pharmacy Quality Assurance within the manufacturing hub, deputising for them where appropriate. 
· Provide expert technical, professional and managerial leadership fostering a quality improvement culture and the introduction of innovative service developments.
· Lead a robust Pharmacy Quality System (PQS) across pharmacy services within the hub, ensuring compliance with statutory regulations and safe systems of work throughout the lifecycle of a pharmaceutical product.
· Employ Quality Risk Management Principles within the PQS and provide advice on medicines or production issues in areas where information may be limited and professional opinion differs.
· Advise on and approve controlled manufacturing documentation and procedures within the PQS and any supporting independent IT or paper systems within the PQS. 
· Ensure the quality of medicines with application of Quality Management Systems in procurement, storage and supply processes.
· Participates in the development of appropriate validation programmes with the validation lead for any new or ongoing work, including the provision of new products, staff, items of equipment and new facilities, in accordance with the requirements of Annex 15 of the Guide to Good Pharmaceutical Manufacturing Practice.
· Accountable and responsible for the release of medicinal products manufactured under the services MS license and advise on matters relating to regulatory oversight.
· Ensure all quality aspects of QA/PQ/MS & QC meets MHRA and NHSPQAC minimum standards with exceptions identified through Pharmacy Strategy Group or senior management team with proposed actions to address issues.
· Ensure incidents, errors and complaints are managed within the organisational/Pharmacy Service PQS and MHRA guidelines
· Manage the staff and resources for the hub QA team.
· Participate in the delivery of key performance indicators within the hub to monitor the quality of products and QA services for patients within Health boards and Trusts.
· Carry out internal audits on an on-going basis to assure the quality of the facilities and services provided from the hub, report on these, and plan and implement improvements in facilities and processes in line with MHRA and QAAPS standards requirements with the Head of Pharmacy Quality Assurance.
· Provide expert advice to pharmacy and other healthcare professionals and managers with highly complex interpretation and application of current legislation and guidance relating to QA/C, pharmaceutical manufacture, medicines distribution and the purchase of unlicensed medicines.
· Ensure that unlicensed medicines are purchased and supplied following MHRA Guidance Note (GN)14 and RPS guidelines.
· Identify, evaluate and implement innovative service developments in support any Modernisation Agenda or other external drivers.
· Develop and maintain collaborative relationships to realise the benefits to the provision of Pharmacy QA Service and the local health economy from joint working.
· Advise on safe systems of work appropriate to Good Manufacturing Practice, Good Distribution Practice and Good Laboratory Practice, RPS Professional Standards for Hospital Pharmacy, the Medicines Act and Human Medicines Regulations and Falsified Medicines Directive.
· Interpret clinical/ professional policies and NHS and other guidance with the Head of Pharmacy Quality Assurance to ensure that the pharmacy strategy is updated appropriately.
· Investigate and advise on deviations and deal with highly complex issues and highly contentious issues in manufacturing and quality control internally and externally with the Head of Pharmacy Quality Assurance and the MHRA regarding safety and quality of pharmaceuticals manufactured and to prevent harm to patients. In addition to provide leadership to ensure co-operation between colleagues in addressing deficiencies.
· Accountable for the management of all pharmaceutical products released into stock ensuring appropriate storage, handling process and procedures are in place to prevent damage and loss of critical medicines supply, including high-cost medicines.
· Recruit, Lead and manage all Senior Pharmacy Healthcare Professionals in QA hub team and, through them, manage all staff within the hub QA section of Pharmacy Technical Services including those acting as or managing releasing officers external to the QA team.
· Deliver education and training to appropriate audiences where sharing of expertise is essential for the professional development of the QA team and others external to the section or hub.
· Identify cost reduction initiatives or income opportunities through QA for presentation to relevant Service groups; implement and quantify these.
· Identify cost pressures on the QA, advise on the full range of options for dealing with them with their implementation.
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	Essential
· Master’s degree such as Level 7 Pharmaceutical Technology & Quality Assurance (PTQA) (Masters) or Scientist Training Programme (STP) Pharmaceutical Science 
· or relevant pharmaceutical knowledge, and specialist and practical experience of QA/GMP systems management acquired over five years (as defined by MHRA guidance) and equivalent to that required for a post-graduate diploma.
· Registered with a relevant professional body e.g. GPhC or HCPC or eligible for registration
Desirable
· Quality Improvement Accreditation
· Training qualification or accreditation, or equivalent experience
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	Essential
· Relevant post-qualification GMP experience providing NHS Aseptic services or within an MHRA licensed unit. 
· Experience of Quality Risk Management (QRM) or other comprehensive pharmaceutical quality management system.
· Experience of undertaking risk assessment, root cause analysis and CAPA, change control.
· Experience of stock management of hazardous and time-limited materials, and interpretation of stability data obtained from a range of sources,
· Experience of managing a team of people.
Desirable
· Clinical trials, analytical and manufacturing experience.
· Experience interacting with regulatory bodies (MHRA,FDA).
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	· Good communication skills including being able to present complex information, share knowledge and influence others.
· Project management and strong organisational skills, including being able to plan and document complex schedules and processes, and prioritise tasks to meet deadlines.
· Capacity to think strategically, and analyse, evaluate and solve complex problems.
· Confident user of computer systems, demonstrating attention to detail at all levels, including utilisation and understanding of spreadsheets, in order to identify, record, compare and analyse data from multiple sources.
· Welsh Language Skills are desirable levels 1 to 5 in understanding, speaking, reading, and writing in Welsh.
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	· Approachable and professional manner, encouraging contribution from others as part of an inclusive leadership approach.  
· Self-aware and acts with integrity.
· Committed to continuing professional development for self and others within the QA team and external to this.
· Deliver excellent customer service to our internal and external customers, helping us to maintain the customer service excellence standard
· Able to travel between sites within Southeast Wales. 
· Awareness of NHS confidentiality policy.
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