Scope of Services
The Services comprise specialist GMP and cleanroom cleaning services for GMP-classified cleanrooms, cleanroom support areas, controlled support areas, GMP laboratories, tissue processing facilities, stem cell laboratories, airlocks, gowning rooms, controlled corridors and associated GMP-support spaces at designated IBTS facilities. Cleaning of non-GMP office areas, welfare areas and general building areas is excluded from this GMP cleaning contract.

Sites and Areas
Services cover GMP-classified, cleanroom, controlled and regulated areas across the National Blood Centre where applicable to GMP and regulated processing activities. Tenderers must price and resource the Services in accordance with the Pricing Schedule and all information issued through the tender process.

Regulatory and GMP Environment
The Services are a critical outsourced GMP activity. The successful Tenderer must operate in a manner that protects licensed tissue and stem cell operations, maintains the validated state of control and supports IBTS Quality, Environmental Monitoring, Facilities and operational governance arrangements. Tenderers must demonstrate practical application of EU GMP Annex 1 principles as they relate to contamination control, risk-based cleaning, disinfectant rotation, sporicidal application, cleanroom behaviour, gowning, intervention control, records, environmental monitoring response and maintenance of the validated state.

Mandatory Compliance
Tenderers must complete and return the Mandatory Compliance Schedule. Failure to answer YES to all mandatory compliance requirements or failure to provide sufficient supporting evidence may result in exclusion. The Mandatory Compliance Schedule covers organisational capability and relevant experience; Annex 1, contamination control and cleaning methodology; QMS, SOPs and data integrity; personnel, training and GMP culture; environmental monitoring, governance, audit and inspection support; mobilisation, TUPE and business continuity; legal, data protection, information security and contractual commitments; and sustainability and innovation controls.

Technical Cleaning Methodology
Tenderers must provide a technical cleaning methodology covering cleaning methods, frequencies, sequencing, equipment, chemicals, materials, disinfection rotation, sporicidal use, contact times, residue management, room zoning, gowning, cleanroom behaviour, interventions, route control, equipment/consumable segregation, storage and live-regulated-environment working arrangements. The methodology must be specific to GMP, cleanroom and controlled areas and must not rely on generic office-cleaning practices.

SOPs, Records and Data Integrity
The successful Tenderer must operate under document-controlled SOPs approved through IBTS governance. Cleaning methods, disinfectants, equipment, frequencies, routes, personnel arrangements and records must not be changed without IBTS-approved change control. Cleaning records must be contemporaneous, attributable, legible, accurate, complete, traceable and retrievable. The successful Tenderer must make records, SOPs, training files and supporting evidence available for audit and inspection.

Quality Management and Governance
Tenderers must demonstrate a Quality Management System suitable for outsourced GMP services, including document control, training management, deviation/incident management, root cause analysis, CAPA, audit support, inspection readiness and monthly governance/KPI reporting. The successful Tenderer must support environmental monitoring investigations, OOS/OOT reviews, deviations, incidents, CAPAs, audits, inspections and monthly governance meetings.

Personnel, Training and Supervision
All GMP cleaning personnel must receive GMP, cleanroom gowning, cleanroom behaviour, contamination awareness, SOP and task-specific training before independent working. Tenderers must provide a role-based training matrix, competency assessment/requalification arrangements, named supervision, absence cover and escalation/removal-from-service arrangements for personnel who do not meet GMP expectations.

Mobilisation and Business Continuity
Tenderers must submit a controlled mobilisation plan with milestones, responsibilities, go-live controls, post-mobilisation review and contingency arrangements. SOPs, training, equipment, chemicals, approved materials and access arrangements must be in place before go-live. Tenderers must address TUPE/staff-transfer obligations where applicable and must maintain business continuity arrangements for staff absence, adverse events, supply disruption and emergency/reactive GMP cleaning support.

Sustainability and Innovation
Sustainability and innovation proposals must be compatible with GMP, EU GMP Annex 1, contamination control, validated cleaning effectiveness, cleanroom compatibility, approved disinfectants, contact times, disinfection strategy and the IBTS QMS. No substitution of chemicals, disinfectants, equipment, consumables or cleaning frequencies is permitted without risk assessment, training, change control and prior IBTS approval.

Tender Return Requirements
Tenderers must complete the Tender Return Document, Mandatory Compliance Schedule and Pricing Schedule in full. Responses must be specific to IBTS, GMP, EU GMP Annex 1, tissue/stem cell regulated operations and the submitted Pricing Schedule. Generic, marketing-led or unsupported responses may be marked down.

