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	Role Title:
	Quality Compliance Officer GMP
	Department:
	Quality and Governance
	Budget:
	xx

	Direct Reports:
	N/A
	Reports To:
	Quality Compliance Manager
	Version:
	V2 



	Role Purpose:
	Key Accountabilities 

	To ensure ongoing compliance with the requirements of the MHRA GMP licence for across own designated area, ensuring that an effective pharmaceutical Quality Management System is complied with. 

Does this need to include ISO 9001 requirements – the focus of this job is within the GMP arena, but Spire Green is also currently under ISO 9001 requirements for the warehouse – that should be covered by QS Manager / RP?
	1. Implementing actions which deliver compliance with the requirements of the MHRA manufacturing license for aseptic manufacturing practices across own designated area to ensure GMP compliant, ensuring that an effective  Quality Management System is complied with.
2. Maintaining and supporting the adherence to the QA processes and standards which ensures compliance of the MHRA GMP licence 
3.Inspecting, evaluating and updating aseptic manufacturing practices to ensure GMP compliant processes and procedures 
4. Monitoring and reporting performance in compliance and supporting continuous improvement
5. Working collaboratively and proactively with internal and external stakeholders to maximise productivity, efficiency and effectiveness





	Key Accountabilities:
	Key Measures of Success:

	1. Implementing actions which deliver compliance with the requirements of the MHRA manufacturing license for aseptic manufacturing practices across own designated area to ensure GMP compliant, ensuring that.
· To implement and monitor the compliance with the requirements of the MHRA GMP licence across all sites, ensuring that an effective Quality Management System is complied with.
· Follow the operational plan and provide regular updates to manager, helping all team members where support is required. 
· 



	· LPCH passes MHRA GMP and ISO 9001 audits
· Actions to improve compliance and reduce risk are shared as appropriate
· 

	2. Maintaining and supporting the adherence to the QA processes and standards which ensures compliance of the MHRA manufacturing license for GMP 
· Maintain and support the compliance with the MHRA GMP regulations.
· Manage, monitor and contribute to training and ensure the competence of staff is regularly assessed in following established procedures, adhering to safety guidelines, and maintaining quality standards. This includes ongoing training to keep up with regulatory changes and new developments in the field.
· Generate and submit regular reports to Quality Compliance Manager and other interested parties regarding LPCH quality and compliance status. 
· Identify opportunities for process improvement and driving initiatives to enhance site quality and compliance efforts. 
· Support any changes in clinical processes, procedures, or systems and ensure that they are evaluated for their impact on quality and compliance. 

	· Equipment is up to date and is qualified, calibrated and maintained
· Testing equipment is well maintained and replaced when no longer effective
· Compounding unit staff report the LPCH training and development framework improves their quality standards, safety compliance and ability to follow procedures, in staff survey
· Compounding unit risks to the business are comprehensively mitigated


	3. Inspecting, evaluating and updating aseptic manufacturing practices to ensure GMP compliant processes and procedures
· Plan and conduct scheduled and unscheduled regular documented compliance assessments  to assess compliance with regulatory requirements and internal quality standards.
· Maintain and review a compliant, up to date and robust observational inspection framework to cover the end-to-end manufacturing process.
· Observe, inspect and evaluate working practices in the end-to-end aseptic manufacturing process.
· Reduce the risk of contamination with ongoing testing and inspection of the storage and manufacturing environment.
· Escalate areas of concern where risks are uncovered to Quality Compliance Manager.
· Identify and assess potential risks related to clinical operations and develop strategies to mitigate these risks. This includes proactive identification of potential compliance issues and taking preventive measures.
· Support external regulatory inspections and audits, addressing any findings or observations, and ensuring corrective and preventive actions are taken as needed.

	
· 100% of scheduled observations completed
· Compliance rate (% of compliant audits)
· Non-compliant incident rate



	4. Monitoring and reporting performance in compliance and supporting continuous improvements
· Support a culture of continuous improvement by monitoring key performance indicators, conducting and managing compliance assessments, and implementing corrective and preventive actions to address any non-conformances.
· Maintain and control procedures for reporting and investigating any adverse events or non-conformance  related to compounded medications. This includes implementing corrective actions and preventive actions to prevent recurrence / occurrence ensuring the entire CAPA process is documented, including the problem statement, investigation findings, action plans, implementation details, and verification results.
· Monitor and control non-conformances that require investigation ensuring actions are clearly identified for analysis of the problem or event to determine the root cause(s) and contributing factors. This may involve gathering data, conducting interviews, or performing other investigative techniques.
· Monitor and control the actions agreed to address the identified root cause(s) to resolve the immediate problem. The corrective actions are aimed at eliminating the cause of the non-conformance.
· Monitor and control the identification and implementation of actions to prevent the recurrence / occurrence of similar problems in the future. This may involve process improvements, training, policy changes, or other preventive measures.
· Ensure the assessment of  the effectiveness of the implemented actions to ensure they have resolved the problem and mitigated the risk of recurrence.
· Monitor performance and provide comprehensive feedback to operatives and line managers, acknowledging good practice and identifying issues and error trends.
· Providing regular reports to Quality Compliance Manager on performance, error trends and CAPA.

	−	Organisational risks to the business are comprehensively mitigated
−	Quality objectives and KPIs are progressed at the expected rate 
−	Preventive and corrective measures are actioned and followed-up
−	Adverse events and non-comformances are always reported by staff 

	5. Working collaboratively and proactively with internal and external stakeholders to maximise productivity, efficiency and effectiveness
· Monitor changes in MHRA requirements, Internal and External Audit actions and industry good practice to actively inform of improvements in working practices.
· Work collaboratively with operatives, line managers and cross-functional departments to ensure alignment in required changes to SOPs from regulatory changes, internal and external audit CAPAs and complaints.
· Provide proactive information and training for operatives and stakeholders to ensure MHRA and GMP guidelines are met and design, deliver and evaluate training workshops on industry relevant information and guidance.
· Perform any other duties as required by the Quality Compliance Manager.

	· Positive feedback from stakeholders










	Enablers to the Role (Skills, Knowledge, Experience)

	· Educated to Degree level (or equivalent). GCSE in Science is essential.
· This includes knowledge of quality management principles, compliance with regulatory requirements, and the ability to implement and maintain quality systems and procedures.
· Experience and working knowledge with pharmaceutical regulations and guidelines in the UK, such as those issued by the Medicines and Healthcare products Regulatory Agency (MHRA) is crucial. The role holder should be able to interpret and apply these regulations effectively to ensure compliance within the organisation. Significant experience of pharmacy services covering clinical and technical areas or pharmaceutical industry
· Experienced in driving continuous improvement initiatives and implementing risk management strategies. This involves identifying areas for improvement, establishing quality metrics and Key Performance Indicators (KPIs), and implementing corrective and preventive actions (CAPAs) when necessary.
· Experience in conducting internal audits/assessments and supporting external regulatory inspections is essential. Must be capable of overseeing audit programmes, preparing for inspections, and ensuring readiness for regulatory audits.
· Ability to develop and deliver training programmes to ensure that the organisation maintains a high level of quality awareness and compliance. This includes providing training on quality policies, procedures, and regulatory requirements to staff at all levels.
· Proficient in data analysis, statistical techniques, and the ability to interpret quality metrics and trends are important for monitoring and improving quality performance. This involves utilising data management systems, performing data analysis, and providing insights for decision-making and process improvement.
· Skilled in managing change effectively. This includes leading quality-related projects, implementing new processes or technologies, and ensuring smooth transitions while maintaining compliance and quality standards.
· Attention to detail is crucial in ensuring accuracy and reliability in processes and results.
· The ability to identify issues, assess potential risks, and develop effective solutions or CAPAs is essential.
· Proficient in using data analysis software, Microsoft Office and other relevant tools.
· Ability to work collaboratively with cross-functional teams, communicate effectively, and build positive working relationships.
· Commitment to ethical conduct and maintaining the integrity of compounding operations and results.
· Committed to stay updated on industry trends, regulatory changes, and advancements in quality management practices.
· Effective communication and collaboration skills
· Should be skilled at fostering cross-functional collaboration and building strong relationships. 
· Must be flexible in supporting all sites in person.
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