User Requirement Specification - Clean Room Cleaning Service

Aseptic Unit – Sheffield Children’s Hospital

	General Service Requirements



	Full and detailed Method Statements for all cleaning activities required

	Agreed local standard operating procedures adhered to e.g. hand hygiene, transfer sanitation

	Service available outside of normal aseptic working hours as agreed

	Supplier :

· Amenable to request for external audit of premises by Aseptic Services Managers 
· Responsible for the Health, safety and wellbeing of contracted cleaning staff

· Provides all specialist cleaning materials and equipment required for delivery of the service
· Provides all gowning and gloving materials required for delivery of the service

· Is responsible for COSHH and safe use of cleaning agents/materials employed to provide the service

· Is responsible for the removal and disposal of waste materials generated from cleaning activities

· To be accountable for accidental damage to facilities and/or equipment if after discussion/agreement deemed to be caused by cleaning staff/activities 

	Cleaning Staff 

	Specification

	Assigned cleaning staff to be appropriately trained and competent to work in aseptic clean room facilities 
	Minimum requirement for competence and knowledge relating to:

· Good Manufacturing Practice

· Clean Room Contamination Control 

· Gowning and Gloving procedures (applicable to EC GMP Grade D classified clean rooms 

· Principles, practices and techniques of cleaning clean room environments   

	Sufficient staff resource deployed to ensure robust service cover and maintain agreed quality standards for all cleaning regimes  

 
	· All contracted cleaning to be trained and familiar with the SCH facilities, cleaning requirements and quality standards.

· Contractor to ensure service and quality standards are consistently provided e.g. sufficient staff available to cover annual leave and unplanned staff absences and familiar with facilities and requirements

	Cleaning principles, practices and techniques to be in accordance with EC GMP quality standards
	· Cleaning staff to comply with personal hygiene standards required for clean room working

· Staff to ensure hands are washed in accordance with local procedure

· Staff to ensure clean room clothing appropriate to the room classification in work correctly

· Staff to demonstrate good clean room practices and behaviours suitable to the tasks being undertaken

· Cleaning undertaken from highest classification rooms to lowest with e.g. working from Isolator rooms to the Lobby area

· No return foot traffic preventing re-contamination of cleaned surfaces from lower grade areas and/or areas still to be cleaned
· Cleaning undertaken from highest surface to lowest preventing recontamination of cleaned surfaces from lower surface levels e.g. ceilings then walls, top of walls to bottom with no upward returns, horizontal surfaces e.g. benching and floors last
· Floors cleaned from furthest area from door working back to room door and exit of room, as above no return traffic


	Cleaning Materials

	Purpose
	Specification

	Veriguard wipes 
Sani cloth 70% - 
	For decontamination of room transfer hatches and all glass and stainless steel surfaces.

For removal of excess biocide/detergent residue
	· 70% Isopropyl Alcohol non sterile wipes wipes
· Veriguard wipes – polycellulose pouchwipe pre-saturated Alpha Biocide
· Suitable for clean room use, supplied with Certificate of Analysis or Conformance including proof of sterility

· Clean room packed being double or triple wrapped

· Wipes to be non-shedding, flexible and wet enough to ensure effective decontamination

	Premier Klercide-CR Sterile Biocide A

Sterile Cleaning Solution

Sterile impregnated wipes 
NB: may need to use 2 on rotation e.g. Klercide Biocide X and Y (seeking latest recommendations from External GMP Auditors)
	For daily and weekly cleaning and decontamination of hard surfaces e.g. all vinyl surfaces, doors, work benches, seating etc
	· To have a broad spectrum of bactericidal and fungicidal activity. Active against e.g.; staphylococcus sp., streptococcus sp, pseudomonas sp., Corynebacterium sp., Mycobacterium sp., Aspergillus sp., Candida sp.,
· To be non-toxic, non-irritant and non corrosive in use

· May be used as a sterile solution with a bucket cleaning system or as part of sterile impregnated mopping system
· Suitable for clean room use, supplied with Certificate of Analysis or Conformance including proof of sterility

· Clean room packed being double or triple wrapped

	Premier Klercide-CR Sterile Biocide B

Sterile Cleaning Solution

Sterile impregnated wipes
	For quarterly deep cleans and as requested/agreed in advance for weekly cleans in response to monitoring results
For cleaning and decontamination of hard surfaces e.g. all vinyl surfaces, doors, work benches, seating etc
	· Suitable for rotation with Biocide A solution
· To have a broad spectrum of bactericidal, sporocidal and fungicidal activity. Active against e.g.; bacillus sp., Clostridium sp.,  staphylococcus sp., streptococcus sp, pseudomonas sp., Corynebacterium sp., Mycobacterium sp., Aspergillus sp., Candida sp.,
· To be non-toxic, non-irritant and non corrosive in use

· May be used as a sterile solution with ‘double bucket cleaning system’ or as part of sterile impregnated mopping system

· Suitable for clean room use, supplied with Certificate of Analysis or Conformance including proof of sterility

· Clean room packed being double or triple wrapped 

	Sterile Water

e.g. Premier KlerwaterDI Sterile Water


	For the removal of detergent/biocide residues and/or as the biocide diluent if ‘bucket cleans’ used
	· Sterile water e.g. sterile water for irrigation
· Suitable for clean room use, supplied with Certificate of Analysis or Conformance including proof of sterility

· Packed in sealed containers. When opened no residual to be retained after use

	Sterile dry wipes 
	To assist removal of detergent/biocide residue
For mop up of excess wet residue e.g. corners, around bench feet, wheels etc
	· Suitable for clean room use and supplied with proof of sterility
· Supplied in sealed packs, once opened residual wipes only to be used up in EC GMP Grade C clean rooms with no re-use in Grade B rooms 


	Cleaning Equipment

	Purpose
	Specification

	Mop heads
	Impregnated with 
Biocide type A or B
Or
Individually packaged, sterile non shedding dry mop head for use with ‘bucket’ clean system and sterile solutions
	· Suitable for clean room use, supplied with Certificate of Analysis or Conformance including proof of sterility

· Clean room packed being double or triple wrapped
· Single use only

· Non-shedding, flexible and porous/wet enough to ensure effective decontamination


Facility Room Names & GMP Grades (including required sequential cleaning)

	Facility
	Room Name
	Room Grade*


	Garment Code
	Room Clean Sequence 

	Aseptic Suite
Sheffield Childrens Hospital
	CIVAS/PN Isolator Room
	D
	A
	1

	
	CIVAS/PN Preparation Room
	D
	A
	2

	
	Cytotoxic Isolator Room
	D
	A
	3

	
	Cytotoxic Preparation Room
	D
	A
	4

	
	Change Room
	D
	A
	5

	
	Lobby Area
	D
	A
	6


NB>* Room grades stated are used for concise description of cleaning requirements only, and may not be representative of actual design/operational/monitored GMP grades
	A

 
	1. Put on mop cap
2. Open ‘change room’ door and step into overshoes or clogs
3. Wash hands

4. Put on sterile clean room coverall over top of outside clothes

5. ‘Wash’ hands with alcohol gel

6. Move directly to CIVA/PN preparation room 


	Classified Clean Rooms -SCH Clean Rooms

	Room Grades D*(incl Change room and Lobby area
	Detailed Specification
	Frequency

	Room Transfer Hatches 
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Benches – top surfaces and edges
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Trolleys – all surfaces, legs and wheel tops
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Chairs – all components
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Base of Isolators
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Cooler Unit – inside and out
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Air vents
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Trays
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Daily

	Sink


	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	

	Floors

	· Particle removal

· Cleaned with Klercide Biocide A, starting furthest point away from room door working back to door/change room
	Daily

	Doors (main doors and cupboard doors)
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide) 
	Weekly

	Storage tubs
	· Cleaned with Veriguard wipes followed by Sani wipes after contact time (to remove residual biocide)
	Weekly

	Shelves (cytotoxic suite)
	· Cleaned with Klercide Biocide A, contact time provided

· All surfaces re-cleaned with 70/30 sterile IMS spray and wipes to remove all residual biocide 
	Weekly

	Isolators (not half suit) 
	· Cleaned with Klercide Biocide A, contact time provided

· All surfaces re-cleaned with 70/30 sterile IMS spray and wipes to remove all residual biocide 
	Weekly

	Trays
	· Cleaned with Klercide B followed by Sani wipes after contact time (to remove residual biocide)
	Weekly

	Floors
	· Particle removal

· Residual biocide removed by clean off with sterile water

· Cleaned with Klercide Biocide A
	Weekly

(mid week)

	Ceilings, light fittings and HEPA filter grills
	· All surfaces cleaned with Klercide Biocide B

· Light fittings and HEPA grills rinsed off with sterile water to remove all biocide residue

· Light fittings and HEPA grills re-cleaned with 70/30 sterile IMS wipes
	3 monthly

	Room Walls

Vision panels, sockets and switches, coat hooks, storage dispensers, air extract grills etc
	· All surfaces cleaned with Klercide Biocide B

· Extract grills, vision panels, sockets & switches etc rinsed/wiped off with sterile water to remove all biocide residue

· Extract grills, vision panels, sockets & switches etc re-cleaned with 70/30 sterile IMS wipes
	3 monthly

	Shelving - all surfaces (tops, edges, undersides, supports)

Room benches - all surfaces (tops, edges, undersides, supports & feet)
Room Furniture and Devices (HLF cabinets) - External Surfaces Only of Devices plus all cabinet frames, wheels, seating, trolleys, bins etc

External surfaces of storage cupboards

Step over benches and coat hooks in change rooms

Doors - including apertures, door seals, handles and push plates
	· All surfaces cleaned with Klercide Biocide B

· All surfaces rinsed off with sterile water to remove all biocide residue

· All surfaces re-cleaned with 70/30 sterile IMS wipes
	3 monthly

	Floors
	· Particle removal

· All surfaces cleaned with Klercide Biocide B

· Areas around bench feet and feet rinsed with sterile water and re-cleaned with 70/30 sterile IMS wipes
	3 monthly

	Room Furniture - outside surfaces of storage cupboards, chairs, trolleys, bins  
	· Surfaces cleaned with Klercide Biocide B

· Metal/steel surfaces rinsed off with sterile water to remove all biocide residue

· All surfaces re-cleaned with 70/30 sterile IMS wipes 
	3 monthly
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