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	Title:
	Quality Assurance Laboratory Technician
	Department:
	Quality & Governance
	Budget:
	

	Direct Reports:
	None

	Reports To:
	Quality Assurance Laboratory Manager
	Version:
	V2



	Role Purpose:
	Key Accountabilities 

	To participate in the environmental monitoring programme and to perform microbiological identification of contaminants isolated from the aseptic compounding unit
	1. Collecting samples from various critical locations within the aseptic compounding unit according to a predefined sampling plan, ensuring proper aseptic techniques are followed during sample collection to prevent contamination
2. Ensuring that all testing activities are conducted in compliance with relevant SOP’s and regulations, such as the Good Manufacturing Practices (GMP) guidelines and any specific regulatory requirements for aseptic compounding
3. Supporting opportunities for process improvements and efficiencies in the microbiological testing procedures and suggest changes to enhance the overall quality of the aseptic compounding unit




	Key Accountabilities:
	Key Measures of Success:

	1. Collecting samples from various critical locations within the aseptic compounding unit according to a predefined sampling plan, ensuring proper aseptic techniques are followed during sample collection to prevent contamination
· Participate in the viable and non-viable environmental monitoring programme for the compounding unit, sampling using various environmental monitoring techniques.
· Quantify microbiological isolates from test plates, reporting out of time results via in-house reporting system.
· Perform Gram Staining and other ID tests in order to identify microbiological contaminants from the compounding units and perform fertility testing on process simulations. Participate in the temperature monitoring of storage areas.
· Properly label, handle, and store collected samples to prevent cross-contamination and maintain sample integrity. Ensure samples are stored at the correct temperature and under appropriate conditions.
· Maintain accurate and detailed records of sample collection, testing procedures, results, and any deviations or out-of-specification findings. Properly document all laboratory activities to ensure traceability and compliance with regulatory requirements.
· Perform the data entry required for the trending of environmental monitoring data. Analyse microbiological test results to identify any trends or anomalies that may indicate contamination or other issues within the aseptic compounding unit.
· Prepare and submit reports summarising the results of microbiological testing to relevant stakeholders, including quality assurance.

	· Achievement of Grade A Plates
· Pass internal audits of work which is observed from CCTV
· Pass external audits
· Serious incident KPI’s are met and on the appropriate trajectory

	2. Ensuring that all testing activities are conducted in compliance with relevant SOP’s and regulations, such as the Good Manufacturing Practices (GMP) guidelines and any specific regulatory requirements for aseptic compounding
· Follow and update Standard Operating Procedures (SOPs) for microbiological testing, sample collection, and laboratory practices as needed to maintain current and best practices.
· Implement quality control measures to monitor the performance of microbiological testing methods and ensure the reliability and accuracy of results.
· Adhere to laboratory safety protocols, including the proper use of personal protective equipment (PPE), handling hazardous materials, and ensuring a safe work environment.
· Ensure that all laboratory equipment used for microbiological testing is properly calibrated and maintained to ensure accurate and reliable results.
· Carry out quality assurance documentation checks of unlicenced medicines and other starting materials
· Carry out routine cleaning of the laboratory.

	· Achievement of Grade A Plates
· Pass internal audits of work which is observed from CCTV
· Pass external audits
Serious incident KPI’s are met and on the appropriate trajectory

	3. Supporting opportunities for process improvements and efficiencies in the microbiological testing procedures and suggest changes to enhance the overall quality of the aseptic compounding unit
· Stay updated on the latest microbiological techniques, equipment, and regulations through continuous training and professional development.
· Participate in investigations of any microbiological contamination events or out-of-specification results. Collaborate with other departments to determine the root cause and implement corrective and preventive actions (CAPAs).
· Maintain open and effective communication with colleagues, supervisors, and other relevant stakeholders to ensure the timely resolution of any issues related to microbiological contamination and environmental monitoring.
· Participate in training and key task assessments where necessary.
· Participate in other tasks and projects as required by the Quality Assurance Manager.

	· Achievement of Grade A Plates
· Pass internal audits of work which is observed from CCTV
· Pass external audits
· Serious incident KPI’s are met and on the appropriate trajectory
All mandatory training up to date

	Enablers to the Role (Skills, Knowledge, Experience)

	
· Education: Bachelor's degree in microbiology, biology, chemistry, or a related field.
· Laboratory Skills: Strong laboratory skills are essential. This includes proficiency in aseptic techniques, knowledge of microbiological laboratory equipment, and experience with microbial culture and identification methods. Skills in Gram Staining and Microscopy are desirable.
· Microbiological Knowledge: A good understanding of microbiology is desirable in the context of environmental monitoring and identifying contaminants. 
· Experience: Laboratory experience is desirable. Experience in environmental monitoring and aseptic compounding is a plus. 
· Regulatory Knowledge: Familiarity with relevant regulations and standards is important. This includes compliance with regulations from the Medicines and Healthcare products Regulatory Agency (MHRA) and Good Manufacturing Practice (GMP) guidelines.
· Ethical and Integrity Standards: A strong commitment to ethical conduct and maintaining the integrity of laboratory operations and results.
· Deadlines: Must be able to focus and meet tight deadlines.
· Documentation Skills: Must have the ability to maintain accurate and organised records. 
· Communication Skills: Must have effective communication skills to convey findings and collaborate with other team members.
· Attention to Detail: Precision and attention to detail are essential for accurate testing and reporting of results.
· Problem-Solving Skills: The ability to troubleshoot issues and solve problems related to laboratory processes and testing methods is desirable.
· Safety Consciousness: Prioritising safety in the laboratory is essential. Knowledge of safety protocols and practices is crucial.
· Computer Skills: Proficiency in using laboratory software and data analysis tools is often required.
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