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	Role Title:
	Aseptic Operator   
	Department:
	Compounding
	Budget:
	NA

	Direct Reports:
	N/A
	Reports To:
	Compounding Supervisor
	Version:
	V1.1



	Role Purpose:
	Key Accountabilities

	To manufacture safe and accurate aseptic medication for delivery to patients, operating in compliance with all relevant regulatory requirements.
	1. Prepares accurate and safe patient medication within agreed protocols
2. Participates in cleaning and sanitation procedures within agreed areas
3. Adheres to strict safety protocols and compliance with all relevant regulatory standards and guidelines
4. Detects and reports any equipment malfunctions, process deviations or quality concerns




	Key Accountabilities:
	Key Measures of Success:

	1. Prepares accurate and safe patient medication within agreed protocols
· Review batch records, SOPs, and work instructions to clarify the specific requirements for medication production
· Carry out pre-checks prior to commencing medicine production to ensure compliance 
· Measure and mix ingredients, following established procedures and recipes to prepare medication formulations
· Fill containers with sterile products, ensuring proper labelling and packaging in accordance with batch records
· Maintain appropriate production records including any deviations from standard procedures
	· 100% accurate medication delivered within agreed timeframes and quality
· Positive QA observations and assessment 
· All relevant SOP’s achieved 
· All relevant manufacturing KPI’s achieved 

	2. Participates in cleaning and sanitization procedures within agreed areas
· Adhere to proper gowning procedures, including donning sterile apparel and gloves, to prevent contamination when entering the cleanroom.
· Perform environmental monitoring activities, such as air and surface sampling, to ensure the cleanroom remains within specified cleanliness and microbial limits.
· Operate sterilisation equipment to ensure that instruments, containers, and equipment are properly sterilised before use.
· Execute cleaning and sanitisation protocols for cleanroom surfaces, ensuring that all areas are maintained at a high level of cleanliness and sterility.
	· All relevant SOP’s and required regulatory standards are achieved 

	3. Adheres to strict safety protocols and compliance with all relevant regulatory standards and guidelines
· Maintain personal hygiene and presentation in line with aseptic environment procedures
· Don and use all required PPE consistently and correctly while in the cleanroom
· Follow established safety guidelines, including proper aseptic techniques, chemical handling, and emergency response procedures
· Ensure strict compliance with all regulatory standards, including GMP, FDA regulations, and other relevant guidelines
	· Full adherence to required standards  
· All relevant SOP’s and required regulatory standards are achieved

	4. 
Detects and reports any equipment malfunctions, process deviations or quality concerns 
· Monitor the performance of equipment and machinery within the cleanroom to identify any malfunctions or abnormalities
· Recognise and document any deviations from established procedures or unexpected process variations
· Promptly report any quality concerns, including product defects or contamination risks, to supervisors and quality control teams
	· All defects identified and reported


	Enablers to the Role (Skills, Knowledge, Experience)

	· Strong communication and interpersonal skills
· Ability to plan and organise complex tasks
· Ability to solve problems and prioritise
· Flexibility and adaptability to handle changing priorities and work effectively in a dynamic environment
· High attention to detail and focusing for extended periods
· Ability to closely follow instructions and guidance
· Strong team ethos and work ethic with the ability to work in a physical role for extended periods
· Ability to work for long periods in restricted areas in protective equipment
· Ability to be self-motivated 















The Key Performance Indicators (KIPs) that the Compounding team are accountable for, are as follows:
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