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JOB TITLE		Lead Quality Assurance (QA) Practitioner	
[bookmark: _Hlk172633081]BAND 		8a

	Job Summary

	· Lead on Quality Risk Management (QRM) activity relating to aseptics, radiopharmacy, production and Wholesale Distributor Authorisation (WDA) licence within a single locality, ensuring that the unit meets 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,
 
· Provide specialised Quality Assurance (QA) expertise and participate in regular audits to drive delivery of a safe, patient-focused, clinical technical service within an effective quality management framework, and ensure maintenance of the manufacturing licenses, approval and relevant accreditations,

· Undertake investigations in response to Pharmaceutical Quality System (PQS) incidents e.g. errors, near miss and out of specification results, and lead on the documentation and escalation to Quality Assurance Manager,

· Deliver specialist Quality Assurance (QA) training to staff with Pharmacy Services  and external organisations across Wales.


	Responsible to

	Reporting:  
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	Accountable:  
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	Professionally:  
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	Responsibilities and Duties

	Operational Management
· Responsible for use of Quality Risk Management (QRM) principles within the integrated quality system across multi-disciplinary teams, Pharmacy Production, Technical and WDA licence services functions, for a single locality, as required by the MS (Specials) and MIA(IMP) licences, and according to NHS guidance. This involves assessment, control, review and communication of risk related to manufacturing of pharmaceutical products, making a judgement on the probability of harm and severity of harm to patients. 
 
· Ensure that the appropriate risk management methodology and tools are utilised to support the integrated Pharmaceutical Quality System (PQS).

· Participate in external audit of Production and Technical quality assurance services, taking responsibility for ensuring that all the QA requirements for the PQS are fully completed and documented, both paper and electronic, in compliance with the guidance and legal responsibilities i.e. The Human Medicines Regulations, Rules and Guidance for Pharmaceutical Manufacturers and Distributors, MHRA Guidance for Specials Manufacturers, EudraLex - Volume 4 and Good Manufacturing Practice (GMP) guidelines, and that all key objectives are met.

· Contribute to internal audits ensuring they are planned, organised and actioned in a timely manner and to Good Manufacturing Practice (GMP) standards. This requires specialist communication across interdisciplinary teams, so that stakeholders feel included and engage with improvement activities. This may require working within the cleanroom environment to complete audit activity.
· Undertake and be responsible for day-to-day QA review of all quality exceptions according to department procedures. This will involve investigation of product and process errors, analysis of the defects, clinical and technical risk assessment and management. 
   
· Investigate complex manufacturing, storage and distribution problems to ensure corrective and preventative action is taken to enable manufacturing to resume and avoiding impact on supply and patient care. This will involve collating, comparing and evaluating information from a variety of sources, including published literature and multiple sources of highly complex internal and external laboratory data e.g. relating to the results of microbiological and physical environmental monitoring of facility cleanrooms, comparing to international and regulatory standards and making difficult decisions where the conditions are not appropriate or where the stability of a pharmaceutical medicine may be compromised.

· Identify additional manufacturing work or laboratory testing to support judgement and decision making. These decisions e.g. involving risks associated with changes to medicine expiry dates, may affect how many patients can be treated.

· Ensure environmental monitoring analysis of trending in all manufacturing facilities including microbiological, physical and temperature monitoring. This will require analysis, interpretation, appropriate organisation and comparison of a range of complex data sets to determine patterns of activity and identify risks.

· Contribute to the reporting on complex and interdependent QA service performance metrics, identifying out of specification ranges and carrying out risk assessments for these. 

· Formulate and adjust remedial action plans and strategies for excursions to assure environment controls meet standards. This will include managing the temperature monitoring system for the storage of medicines across the manufacturing facility i.e. responsibility for the generation, recording, management review and integrity of temperature storage information.

· Act as an independent releasing officer for release of products manufactured under the MS (Specials) licence. This will involve releasing batches of products to a large number of patients, where, if a wrong decision is made, the impact could be considerable.

· Plan and organise release of product for patient use to scheduled deadlines, making decisions on the basis of retrospective (batch release) systems and probability. This may require handling of packs containing pharmaceutical chemicals, inflammable / volatile substances and other substances subject to COSHH regulations. 

Communication
· Communicate specialist technical information, complex regulatory compliance and patient safety issues relating to the manufacture, storage, distribution and use of medicines, where this information may be challenged, to a variety of healthcare professionals, service users and suppliers in accordance with licences and technical agreements / service contracts.

Build credible and trustworthy relationships with the clinical teams and other healthcare professionals, where opinions may differ, communicating the implications and working in partnership to manage the risks and ensure that the patient receives high quality, safe product.
· Contribute to customer complaints investigations and undertake drug defect investigations for manufactured and outsourced purchased products which may have a significant impact on resources and service provision. In some cases, this communication may be highly sensitive e.g. where an enforced reduction in product expiry date due to defect impacts on the risk to the patient receiving treatment.

· Lead on the documentation in response to drug alerts issued by the Medical and Healthcare Products Regulatory Agency (MHRA) and co-ordinate the retrieval, quarantine and replacement of stock, as appropriate.
· Provide highly specialist QA advice on the use of all products and ensure all changes to the quality management system are effectively communicated via the change control process to internal and external stakeholders to maintain an environment of quality improvement.

Service Improvement
· Review and approve documentation, with delegated responsibility, implement policy and procedure and carryout gap analysis to identify opportunities which contribute to continuous quality improvement.

· Proposes changes to policy, processes and systems supporting both the manufacture and quality assurance of medicines, having an impact within the manufacturing unit and on how medicines are manufactured, supplied and used across the region.

· Ensure that the pharmaceutical quality management system (QMS) is maintained and propose changes to National PQS in accordance with the manufacturing licence requirements and in response to changes in regulations and legislation, with a view to maintaining a continuous quality improvement culture within the production facility.

· Maintain and propose changes to the National QA documentation control system in accordance with GMP, manage and monitor documentation control within the hub.

Finance
· Monitor and report on consumable expenditure relating to the QA service.

· Approve manufacturing processes for high cost and unlicensed medicines, where the financial impact and effect on patient safety might be significant, if the supply of that medicine cannot be assured.

· Assure the security of medicines and hazardous materials in line with legislation, policy and procedures.

· Review and co-ordinate the service contracts and quality technical agreements with suppliers ensuring they fall within the financial envelope set by the service budget.


Human Resources
· Day to day management of the Senior Quality Assurance (QA) Practitioners.

· Oversee and adjust the workplan to ensure there is sufficient QA cover to undertake all quality related activities with the location / locality.

· Deliver specialist Quality Assurance (QA) training to staff with Pharmacy Services and external organisations across Wales. This will involve presenting at technical information at professional conferences.
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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 
PLUS relevant pharmaceutical knowledge, and specialist and practical experience of GMP systems management acquired over two years (as defined by MHRA guidance).

Management or Leadership qualification or accreditation – or demonstrable equivalent experience.

Registered with the General Pharmaceutical Council or other relevant professional body.


Desirable
Accredited Product Approver (S10 Medical Act) and Cleanroom Supervision (CRS) accreditation (or be able to undertake).
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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.


	[bookmark: _Hlk148604486]Skills and Attributes

	Essential
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 have the ability to analyse 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.

Desirable
Welsh Language Skills are desirable levels 1 to 5 in understanding, speaking, reading, and writing in Welsh.
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	Essential
Approachable and professional manner, encouraging contribution from others.   
Self-aware and acts with integrity.  
Committed to continuing professional development for self and others.
Deliver excellent customer service to our internal and external customers, helping us to maintain the customer service excellence standard.
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