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	Role Summary

	Objectives
	The core purpose of a Cleanroom Sanitisation Operative is to protect product quality, patient safety, and regulatory compliance by ensuring that all areas are cleaned, disinfected, and maintained to the required standard. 



	Purpose of the Role Main Points

	Maintaining GMP‑Compliant Cleanliness
	Performing routine and deep cleaning of production areas, cleanrooms, gowning rooms, and support spaces

	
	Following validated cleaning procedures and approved disinfectants

	
	Ensuring surfaces, equipment, and floors meet microbial and particulate standards

	Preventing Contamination
	Reducing the risk of microbial, particulate, and cross‑contamination

	
	Using correct cleaning tools, chemicals, and techniques

	
	Adhering to unidirectional flow, segregation, and hygiene rules

	Supporting Production Operations
	Preparing cleaning materials and equipment

	
	Ensuring areas are ready for manufacturing start‑up

	
	Completing cleaning between batches or product changeovers

	Supporting Production Operations
	Preparing cleaning materials and equipment

	
	Ensuring areas are ready for manufacturing start‑up

	
	Completing cleaning between batches or product changeovers

	Documenting to GMP Standards
	Supporting the Supervisor in Accurately Signing Off Rooms

	
	Ensuring traceability of who cleaned what, when, and how

	
	Reporting deviations, issues, or environmental concerns

	Contributing to Audit Readiness
	Ensuring areas always appear inspection‑ready

	
	Demonstrating understanding of cleaning rationale and procedures

	
	Supporting site compliance during internal and external audits
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	Decision Making – Job Purpose

	A Cleanroom Sanitation Supervisor has the authority to direct, verify, correct, and escalate all cleaning and disinfection activities necessary to maintain a compliant, validated, contamination‑controlled cleanroom environment in line with EU GMP Annex 1 and the site’s CCS.

	Risk‑Based Assessment of Cleaning Needs
	Deciding which areas, equipment, and surfaces require cleaning based on contamination risk.

	
	Prioritising high‑risk zones (e.g., Grade A/B cleanrooms) before lower‑risk areas.

	
	Ensuring cleaning methods minimise microbial, particulate, and cross‑contamination risks.

	
	GMP requires manufacturers to ensure medicines are consistently high quality and contamination‑free

	Selecting the Correct Cleaning Method and Agent
	Choosing appropriate cleaning agents based on residue type.

	
	Ensuring disinfectants are used according to validated procedures.

	
	Ensuring equipment is used according to validated procedures.

	
	Cleaning must align with SOPs to ensure validation

	Ensuring Compliance with Validated Procedures
	Deciding what must be recorded to ensure traceability (who, what, when, how).

	
	Ensuring documentation is accurate, contemporaneous, and complete.

	
	Identifying and reporting anomalies or potential deviations.

	
	Cleaning schedules must be clear, unambiguous, and documented for traceability

	Identifying and Escalating Contamination Risks
	Recognising signs of contamination (visible residue, equipment condition, environmental issues).

	
	Deciding when to escalate issues to supervisors or QA.

	
	Supporting environmental monitoring by reporting abnormalities.

	
	Contamination is a leading cause of drug recalls; sanitation decisions directly prevent this

	Decision Making – Job Purpose

	Maintaining Audit‑Ready Standards
	Ensuring areas are always maintained to inspection‑ready condition.

	
	Making decisions that align with regulatory expectations during routine work.

	
	Understanding the rationale behind cleaning to answer auditor questions confidently.

	
	GMP inspections verify compliance with hygiene and cleaning standards

	Protecting Patient Safety Through Daily Decisions
	Understanding that every cleaning decision impacts product safety.

	
	Ensuring no shortcuts are taken that could compromise product quality.

	
	Applying judgement to prevent contamination events that could lead to recalls or patient harm.

	
	GMP’s core purpose is to ensure medicines are safe and appropriate for use

	The responsibilities and decision‑making authorities described above outline the primary expectations of the Cleanroom Sanitation Supervisor role. They are not intended to be an exhaustive list. Additional duties may be assigned as required to support operational needs, regulatory compliance, continuous improvement initiatives, or updates to EU GMP Annex 1, the site’s Contamination Control Strategy, or internal SOPs. The scope of the role may evolve over time in line with business priorities and regulatory expectations.





	What Success Is…….

	Consistent GMP‑Compliant Cleaning Execution
	Accurate and Complete Documentation
	Strong Contamination‑Prevention Behaviours
	Reliable Area Readiness for Production

	Performs all cleaning tasks exactly as per SOPs and validated procedures.
	Records all cleaning activities contemporaneously
	Follows correct gowning, hygiene, and material‑flow practices.
	Ensures areas are cleaned, sanitised, and ready for use on schedule.

	Uses correct tools, chemicals, and techniques for each area classification
	Ensures entries meet ALCOA+ principles (Attributable, Legible, Contemporaneous, Original, Accurate)
	Handles tools and chemicals in a way that avoids cross‑contamination.
	Supports efficient batch changeovers by completing tasks to standard and on time.

	Leaves no visible residue, streaks, or missed surfaces.
	Reports deviations or anomalies immediately
	Identifies and escalates contamination risks promptly.
	Maintains areas in a constant state of audit readiness.

	Why it Matters…

	It ensures the environment remains controlled and compliant, preventing contamination that could compromise product quality.
	Documentation is the proof of compliance; without it, the cleaning is considered not done.
	Operator behaviour is one of the biggest variables in contamination control, directly affecting patient safety.
	Production cannot start without a released area; delays or poor cleaning directly impact supply and compliance.







	What Success Is…….

	Safe and Compliant Chemical Handling
	Effective Communication and Team Collaboration
	Continuous Improvement and Learning
	Patient‑Focused Decision Making

	Uses PPE correctly and follows all safety instructions for disinfectants and equipment.
	Provides clear handovers to ensure continuity of cleaning activities.
	Participates in training, refreshers, and competency assessments.
	Understands the link between cleaning quality and patient safety.

	Stores chemicals and tools safely and in designated locations.
	Communicates issues early to supervisors or QA.
	Suggests improvements to cleaning methods, tools, or workflow.
	Makes decisions that prioritise product integrity over convenience.

	Reports hazards or unsafe conditions immediately.
	Supports colleagues by sharing knowledge and best practices.
	Adapts quickly to new procedures or regulatory expectations.
	Works with pride and ownership in maintaining a safe environment.

	Why it Matters…

	Protects both the operator and the product from harm, ensuring a safe and compliant working environment.
	Strong communication prevents errors, gaps, and rework, ensuring consistent cleanliness across shifts.
	Continuous improvement strengthens compliance, efficiency, and the overall quality culture of the site.
	Every cleaning action ultimately protects the patient who receives the product.



	Must Know…

	A Sani Operative must know SOPs because they are the backbone of compliant, safe, and consistent cleanroom operations. In a regulated environment, SOPs aren’t just instructions—they are legal, regulatory, and operational commitments that the supervisor is responsible for enforcing.

	

	TV-SOP-41827
	TV-SOP-42684
	
	

	Gowning Procedure for Manufacturing
	Cleaning and Sanitization
	
	

	

	
	
	
	

	
	
	
	

	
	
	
	



	Hours of Work

	Mon
	Tue
	Wed
	Thu
	Fri
	Sat
	Sun

	07:30 -15:30
	07:30 -15:30
	07:30 -15:30
	07:30 -15:30
	07:30 -15:30
	Occasional
	Occasional







	Core Tasks

	Overall Supervisor Role

	Daily Sanitisations
	As Per SOP

	Weekly Sanitisation
	As Per SOP

	Monthly Sanitisations
	As Per SOP

	6 Monthly Sanitisation
	As Per SOP

	Drains
	As Per SOP

	Waste
	As Per SOP

	Cleanroom Behaviours
	Maintain all Cleanroom Behaviours are observed and maintained

	
	

	These are not intended to be an exhaustive list. Additional duties may be assigned as required to support operational needs, regulatory compliance, or continuous improvement initiatives. The scope of the role may evolve over time in line with business priorities and regulatory expectations.
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