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PART 5: SECTION NINE





INFECTION PREVENTION & CONTROL and DECONTAMINATION LEAD RISKS ASSESSMENT 
 FORM FOR REUSABLE EQUIPMENT
























SECTION A: CONFORMITY
Does the device hold a current CE certificate (from a notified body) for Class 11 and above and a Medical devices & self-declaration of conformity Class 1 medical devices?
(It meets all the essential requirements of all applicable EU Directives)

YES       NO


Infection Prevention & Control and Decontamination Lead 
Risk Assessment form for reusable equipment.

END USER: Please complete Pages 1-3 and sign page 4 before sending to the Infection Prevention & Control Department and the Decontamination Lead.

Name of Equipment: 

Model / version Number:

Has an operational manual been supplied in conformance with ISO 17764                      YES       NO

Does this manual include cleaning and decontamination instructions?                              YES       NO
   
	Note to TUH:  Any purchase of equipment should not proceed without first contacting the TUH Infection Prevention & Control Team and the Decontamination Lead if there are not clear instructions from the Manufacturer regarding the methods of decontamination


                                                               
The following questions are based on infection risks to the patients or the health care workers. All equipment can be divided into the following categories:-

a) Critical:  (or high risk) i.e. invasive items in contact with broken skin, mucous membrane or introduced into a sterile body area e.g. surgical instruments, laparoscopes etc.

Recommendation:   Cleaning and Sterilisation

b) Semi critical:  (or intermediate risk) i.e. in contact with intact mucous membranes, body fluids or contaminated with transmissible organisms or items to be used on susceptible patients or sites  e.g. respiratory or anaesthetic equipment, endoscopes, bedpans.

Recommendation:        1.      Cleaning and Sterilisation
2. Heat disinfection
3. High level chemical disinfection

c) Non critical:  (or low risk) i.e. in contact with normal intact skin 
E.g. washing bowls, trolley tops, and beds. 
Recommendation:   Cleaning with detergent.
                                Disinfection is required if there is a known infection risk



    d)    Minimal risk:   i.e. not in contact with the patient or the immediate 
           surroundings e.g. floors, walls, ceiling.

           Recommendation:      Cleaning with detergent
                                 Disinfection is required if there is a known infection risk

All of the above require cleaning and decontamination if soiled with blood/body fluid.


Circle as appropriate: 

1. Is the equipment itself or parts of the equipment classified as:-
 
                   Critical                                                          YES            NO    
                   Semi-critical                                                 YES            NO
                   Non-critical                                                   YES            NO
                   Minimal risk                                                  YES            NO

2. Can this equipment or component part be:-

                   Cleaned                     	                        YES           NO
                   Disinfected                  	                        YES           NO
                   Sterilised (if indicated)                                   YES           NO       N/A


Note to TUH:  Any purchase of equipment should not proceed without first contacting the TUH Infection Prevention & Control Team and the Decontamination Lead if any item in Q 2 has been circled NO. 

Critical Equipment   (circle as appropriate)     

3.    Does the equipment, or parts of the equipment or accessories need to be  
       Sterilised after use?                                                    YES       NO      
              
4.    Are these parts supplied sterile?                                 YES       NO    

5.   Can the medical devices be easily dismantled             YES      NO    
      and reassembled?
                                                                                     
6.    Can internal components be flushed and in                 YES      NO    
       Washer/disinfector

7.   Are these parts supplied unsterile for sterilisation?      YES       NO
                                                                                                      
8.   State the manufacturer’s instructions for sterilisation:
      Steam sterilisation at 134o    for 3-5 mins.                    YES       NO                 
      Steam sterilisation at 1210    for 15 mins.                      YES       NO                
    
       Other: 
       Chemical sterilisation:
                                                                                                                                            
                       Hydrogen Peroxide Gas Plasma system.       YES       NO        
                       Chlorine Dioxide                                              YES       NO               
                       Ethylene Oxide and Carbon Dioxide               YES       NO               
                       Other sterilisation method                               YES       NO       
                       (If YES give details)



Semi-Critical Equipment (circle as appropriate)

9.   Does the equipment or parts of the equipment or the accessories
      Require High-level disinfection before (and/or after) use?                  YES        NO     

10.   State the recommended method of disinfection:                                
        Wet heat disinfection 900 C/min                                                          YES        NO     

If Alternative Method is required please outline details:


                                                                                       
 11. Chemical Disinfection
 
                        Peracetic Acid 0.35%                                                        YES       NO       
                        Chlorine Dioxide                                                                YES       NO       
 
 __________________________________________________________________________                          
         
Non-Critical/Minimal Risk Equipment

12. Can the equipment be cleaned with 
     Detergent and water/detergent wipes?                                             YES       NO                                                                           
 
13. Can the equipment be treated to low level disinfection with:                                                                                                      
           Alcohol 70%                                                                                    YES      NO
           Sodium Hypochlorite av. 1000ppm     for 2 minutes                        YES      NO 
           Sodium Hypochlorite av. 2000ppm     for 2 minutes                        YES      NO
           Sodium Hypochlorite av. 10,000ppm   for 2 minutes                       YES      NO
           Quaternary ammonium compounds (QACs                                     YES      NO
           Peracetic acid                                                                                  YES      NO
           Hydrogen Peroxide vapour                                                              YES      NO


         Are there other methods of low level disinfection? Please give details:

                                                                  

14.    Can two different chemical disinfection methods be used on
         different occasions without damaging the equipment  ?                     YES       NO

       Specify all options:

15.   Does the equipment require special cleaning agents?                          YES       NO

   Note to TUH:  Any purchase of equipment should not proceed without first contacting the TUH Infection Prevention & Control Team and Decontamination Lead,  if it requires to be  cleaned, disinfected  or sterilised by a method or chemical not currently available in this hospital.
     
 16.  Does the equipment require an enzymatic cleaning agent?                   YES       NO
        
        Recommendation for cleaning:

        Cold water                                                                                             YES       NO
        Hot water                                                                                                YES       NO

     
        Household Detergent                                                                          YES      NO
        Ultrasonic cleaning                                                                               YES      NO
        Other                                                                                                    YES      NO
 
17.   Has the equipment in-built filters?                                                       YES       NO
   
        Give details on:         Micron size:
                                          Life span:
                                          Re-autoclavable:
                                          Disposable:
                                          Other:

18. Are the medical devices supplied with suitable containers                   YES       NO
and baskets for reprocessing and transport ?


Education and Training:

19. Is decontamination training necessary for this device?                           YES       NO

If yes please include the training programme




Signatures Required:
         	


Supplier section:  

Supplier Name: ____________________________  			Title: ____________________________

Supplier authorised Signature: ____________________________   	Dated: ______________    


Note to Tenderer: 
Please note you must provide a copy of the cleaning and instructions with this form.

End user section:

I confirm that I understand the specific cleaning requirement of the equipment pertaining to this form and that I will ensure that a cleaning / decontamination protocol will be created in my Unit /Department to ensure that the supplier’s instructions are followed.

Signed by user: ____________________________   Dated: ______________     



Approved by TUH Infection Prevention & Control Team:


Signed:  ____________________________   	        Dated: ______________
		



Approved by TUH Infection Decontamination Lead :


Signed:  ____________________________   	        Dated: ______________
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