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Spaulding Classification 
Device 
classification 

Level of Risk Definition Devices 
(examples) 

Spaulding 
process 
classification 

Critical High Entry or 
penetration into 
sterile tissue or 
blood 

Implants, scalpels,  
needles, other 
surgical instruments, 
etc. 

Sterilization 

Semi-critical Medium Contact with 
intact non-
sterile mucosa 
or non-intact 
skin 

Flexible endoscopes, 
larngoscopes, 
respiratory and 
anesthesia 
equipment 

High-level 
Disinfection 

Non critical Low Contact with 
intact skin 

Stethoscopes, BP 
cuffs, bedpans, etc. 

Low-level 
disinfection 





Disinfection  

 
• Automatic reprocessor  
•          Manual disinfection  

 
 





safety notice below from HAHO regarding “Possible Anaphylaxes 
to ASP CIDEX OPA Solution supplied by JnJ”  

B. Rinsing Instructions 
1. RINSING PROCEDURE 
a) Manual Processing: 
• Following removal from CIDEXR OPA Solution, thoroughly rinse the medical device by immersing it completely     
   in a large volume (e.g. 8 litres) of water. Use sterile water unless potable water is acceptable. See item 2 or 3    
   below. 
• Keep the device totally immersed for a minimum of 1 minute in duration, unless a longer time is specified by  
   the reusable device manufacturer. 
• Manually flush all lumens with large volumes (not less than 100ml) of rinse water unless otherwise noted by    
   the device manufacturer. 
• Remove the device and discard the rinse water. Always use fresh volumes of water for each rinse. Do not reuse   
   the water for rinsing or any other purpose. 
• Repeat the procedure TWO (2) additional times, for a total of THREE (3) RINSES, with large volumes of fresh   
   water to remove CIDEXR OPA Solution residues. Residues may cause serious side effects. SEE WARNINGS. 
THREE (3) SEPARATE, LARGE VOLUME WATER IMMERSION RINSES ARE REQUIRED. 
• Refer to the reusable medical device manufacturer’s labelling for additional rinsing instructions. 







Background 
Quality Systems 
Medical Devices 

ISO EN 13485:2003 

Reference to 
Policy of 

Corporate 

Quality Manual 
Policies and procedures 

Decontamination 
Equipment Management 

The Facility • Washer Disinfectors 
ISO 15883 
HTM2030 (UK) 

• Sterilizers 
ISO 285, 17665 
HTM2010 (UK) 

• Other Equipment 
ISO 14937 

• Design 
HBN13 (UK) 
 

• Environment 
ISO 14644 

Training  
Resources Monitoring 

Auditing  
Customer Focus  

Tracking & Tracing of 
Instruments 



Pilot in NTWC 

• Committee of Decontamination and 
Sterilization – co ordinate  

     
     
 
• A. Automated endoscope reprocessor (AER) 
• B. Ultrasonic cleaner 
• C. Endoscope 
• D. Scope cabinet 

 

Validation test schedule  -  



Validation Test Schedule 
Item Test Description Weekly Monthly Quarterly Annually 

A. Automated Endoscope Reprocessor (AER) 

  1. Soil Test for reference load        
  2. Final rinse water for viable count        
  3.  Final rinse water for organism  

     (Legionellae, Mycobacteria Pseudomonas Aeruginosa) 
       

  4. Residual proteinaceous  contamination test        
  5. Feed water quality test        
  6. Inspection  and maintainence test        



Validation Test Schedule 
Item Test Description Weekly Monthly Quarterly Annually 

B. Ultrasonic Cleaner 

  1.  Soil Test for reference load        

  2.  Aluminium foil test        

  3. Sono-test           

  4. Functional checking        

  5.  Feed  Water  quality test        

  6. Inspection  and maintainence test        



Item Test Description Weekly Monthly Quarterly Annually 

C. Endoscope 

  1. Residual proteinaceous  contamination 
    test post manual cleaning 

       

  2. Competency audit in reprocessing of  
    endoscope  

       

D. Scope Cabinet 

  1. Rinse water for viable count        

Validation Test Schedule 



Validation Test for AER – Soil Test 



Validation Test for AER  
– Soil Test for Reference Load (Quarterly) 

• TOSI-Flexi Check 
• Monitoring the cleaning efficacy of flexible 

endoscope washers 
• Immediate results 
• YES/NO answer for cleaning efficacy 
• Additional diagnostic feature in case of cleaning 

problems 



Validation Test for AER  
– Soil Test for Reference Load 

Tailor made 
adaptor  



Validation Test for AER – Soil Test for Reference Load 

 



Validation Test for AER – Soil Test for Reference Load 



Validation Test for AER  
– Soil Test for Reference Load 

 
 

Record 
keeping for 
designated 

AER 
  
 



Validation Test for AER – Final Rinse Water for Viable Count (Quarterly) 

Aim:  The microbiological quality test of post-disinfection rinse water and    
           determine whether the AER is bacteria free. 
 

Method of sampling 
1. Ensure sterile sealed bacteria-retentive 0.2 microns filter is use in AER. 
2. Select the self-disinfection cycle of AER and start the program. 
3. Run a normal process after performing a self-disinfection procedure. 
4. Wipe the outlet of the AER where it normally attaches to the endoscope with 70% alcohol and 

allowing it to air dry. 
5. Connect the appropriate adaptor with sterile tubing to the disinfected outlet. 
6. Select the rinse cycle mode, run 50 ml through the tubing and discard. 
7. Collect a 250ml sample of water in a sterile specimen bottle by using aseptic handling 

technique. 
8. Label the specimen and fill in the appropriate specimen request form (HA161) properly. 
9. Send the obtained specimen to the laboratory as soon as possible. 
10. Document the result to designated recording book. 

 
 



Validation Test for AER  
– Final Rinse Water for Viable Count 



Validation Test for AER – Final Rinse Water for Viable Count 

Re-sampling is needed if the laboratory result is not acceptable 
 

1. Take AER out of service when the laboratory result is failed (Total viable 
count: >10 C.F.U./100ml). 

2. Verify the effectiveness of the disinfection process. 
3. Verify the process parameters that can influence the effectiveness of 

disinfection process. 
4. Determine the concentration of the active ingredient in the disinfectant. 
5. Re-obtain the specimen by excluding the factors that can influence the 

effectiveness of disinfection process. 
6. Isolate the involved AER until the laboratory result is acceptable. 

 



Validation Test for AER  
– Final Rinse Water for Viable Count 

Record 
keeping for 
designated 
AER 

  
 



Validation Test for AER  
– Final Rinse Water for Organism (Anually) 

Aim: The microbiological quality test of post-disinfection rinse water and 
determine whether  the AER is free from Legionella, Mycobacteria and 
Pseudomonas Aeruginosa 

 
 
Method of sampling 
1. Ensure sterile sealed bacteria-retentive 0.2 microns filter is use in AER. 
2. Select the self-disinfection cycle of AER and start the program. 
3. Run a normal process after performing a self-disinfection procedure. 
4. Wipe the outlet of the AER where it normally attaches to the endoscope with 70% alcohol 

and allowing it to air dry. 
5. Connect the appropriate adaptor with sterile tubing to the disinfected outlet. 
6. Select the rinse cycle mode, run 50 ml through the tubing and discard. 
7. Collect a 500ml sample of water in a sterile specimen bottle by using aseptic handling 

technique. 
8. Label the specimen and fill in the appropriate specimen request form (HA161) properly. 
9. Send the obtained specimen to the laboratory as soon as possible. 
10. Document the result to designated recording book. 

 
 



Validation Test for AER  
– Final Rinse Water for Organism 

 
Re-sampling is needed if the laboratory result is not acceptable 

 



Validation Test for AER  
– Final Rinse Water for Organism 

No Legionella, 
Mycobacteria or 
Pseudomonas   
    Aeruginosa isolated 
 
         PASS 



Validation Test for AER – Final Rinse Water for  
Residual Proteinaceous Contamination Test (Weekly) 

For 1.8 mm 
Scope 
Chanel  

  
 For 2.8 

mm Scope 
Chanel  

  
 

Record keeping 
for designated 

AER 



Validation Test for AER – Feed Water Quality Test (Annually)  



Water Quality Test Resference 

Department of Health (UK) (2013): 
Choice Framework for local Policy and 
Procedures 01-01 – Management and 
decontamination of surgical instruments 
(medical devices) used in 
acute care.  
Part D: Washer-disinfectors 



Validation Test for AER – Feed Water Quality Test  



Validation Test for AER – Inspection and maintainence 
by Vendor / EMSD (Annually) 



Validation Test for Ultrasonic Cleaner 
– Soil Test for Reference Load (Quarterly) 

• Aim: To demonstrate the ability of UC to remove soiling and   
   contamination in normal use of re-usable items 

• Frequency: Quarterly Test & Yearly Test 
• Standard Compliance: ISO 15883-4 
• Procedure: 
1. Prepare the soil test agent by mixing the test agent with warm water filling to “Fill line” 

marked on the bottle and shake vigorously until even consistency. 
2. Leave the test agent for at least 10 minutes after mixing. 
3. Contaminate the test load, chamber wall and load carrier with the test load and leave to dry 

for 30minutes. 
4. Operate a normal washing cycle for the load type under testing.  
5. After completion of the washing cycle, examine the test load, chamber wall and load carrier 

for the presence of residual test soil by visual inspection. 
6. The test shall be regarded as satisfactory if it is visually clean. 



Validation Test for Ultrasonic Cleaner 
– Soil Test for Reference Load 



Validation Test for Ultrasonic Cleaner 
– Soil Test for Reference Load 

Leave it to 
dry for 1 hr 



Validation Test for Ultrasonic Cleaner 
– Soil Test for Reference Load 

Visually Inspect   
Result Reading 

at 25 mins 



Validation Test for Ultrasonic Cleaner 
– Aluminium Foil Test (Monthly) 

• Aim: To show the cleaning Test & Yearly Test 
• Frequency: Monthly Check, Quarterly Test & Yearly Test 
• Standard Compliance: HTM 2030 
• Equipment:  
A. Aluminum foil of nominal thickness0.05mm to 0.025mm (Sold as an aluminum foil wrap for 

cooking); 
B. Tape 
C. Stopwatch 

 
 

 



Validation Test for Ultrasonic Cleaner 
– Aluminium Foil Test 

Visual inspection about the erosion on the foil and 
compare, it with the first test result. 



Validation Test for Ultrasonic Cleaner 
– Sono Test (Quarterly) 

• Aim: To test the performance of the ultrasonic cleaner 
• Frequency: Monthly Check,  Quarterly  Test & Yearly Test 
• Standard Compliance: Test Indicator Supplier 
• Procedure: 
1. Prepare an empty load. 
2. Place the Sono Check device into the ultrasonic basket. 
3. Start operating cycle. 
4. At the end of cycle, turn the cleaner off and remove the Sono Check device. 
5. The test would only be considered as satisfactory when the color change from green to 

yellow. If there is any problem, please inform the supervisors for further action. 
6. The result of Sono Check should be recorded by photo and kept record. 
7. This test should be performed monthly or after major repair. 

 
 

 



Validation Test for Ultrasonic Cleaner 
– Sono Test (Quarterly) 





Feed Feedquality  Feed water quality test -Annually 



Inspection & 
maintainence 
test -Annually 



Validation Test for manual Cleaning of endoscope 
- Residual Proteinaceous Contamination Test ( Annually) 

Aim: Half yearly routine checks are designed to test if residual proteinaceous         
         contamination present on the endoscopes after mechanical cleansing and before     
         disinfection. 
Standard compliance: According to unit guideline on reprocessing of endoscope 
Procedure: 
1. Gloves must be worn when utilizing the residual protein test to avoid cross contamination. 
2. Remove the swab from the pack without touching the bulb. 
 If the object to be tested is already wet, swab the object focusing on hinges or cervices which may be contaminated. 
 If object to be test is dry, simply wet the swab with sterile water before swabbing areas of interest. 
3. Unscrew the test reagent cap. 
4. Swirl the swab in the brown reagent for 10 seconds. 
5. Inspect the reagent for color change. Protein has been detected if the reagent has turned a shade of blue. The darker the blue 

intensity and the faster the rate of color change, the more protein detected. Residual protein has not been detected if the 
reagent remains brown. Color reference is attached for reference. 

6. Record and sign the record form for Cleaning  Efficacy of Endoscopes for Residual Proteinaceous         
         Contamination. 
7. For any abnormality, inform Supervisor. 
  
 

 



Validation Test for Endoscope 
Residual proteinaceous contamination test post mechanical cleansing 

Mechanical Cleansing>>> Decontaminates up to 99% of the soil 



Validation Test for Endoscope Cleaning 
- Residual Proteinaceous Contamination Test  



PCA Reprocessing Endoscope Competency checklist (Annually) 

Mentor:__________________________________ Mentee:___________________________ 

Date (Period):___________________________ 
Criteria Date Practice Date 

  Ods. 1 2 3 4 5 Asse. 

                

1. The endoscope is initially cleaned to remove debris or mucus immediate 
after removing from patient.                

2. Leakage test of endoscope is performed under water with all movable parts 
disassembled.               

3. Suction channel(s) and channel opening(s) are brushed until clean.               

4. The exterior of endoscope and all movable parts are thoroughly cleaned 
with enzymatic detergent.               

5. The endoscope is disinfected by Automated Endoscope Reproccessor (AER) 
or manually according to unit guidelines.               

6. Interior and exterior of endoscope are thoroughly rinsed after disinfection.               

7. The exterior of endoscope is wiped and all channels are flushed with 70% 
alcohol.                

8. The endoscope is dried.               

9. The functions of the endoscope are checked.                

10. The disinfected endoscope is labeled.               

11. The disinfected endoscope is stored in purposely-built cabinet.                

12. Accurate documentation is maintained for tracking and tracing                

Comment:______________________________________________________________ 
___________________________________________________________________ 
___________________________________________________________________ 

Mentor sign:______________________________ Mentee Sign:________________________ 

PCA Training Nov 2014 



Validation Test for Scope Cabinet (Annually) 

Scope Cabinet 
Rinse water for viable count 



Annual check 
Functional 
check  

OPA 
concentration 
surrounding 

Smoke test                 
                



Tracking and Tracing 

• No standardization on Tracking and tracing of 
endoscope and accessories 
 



Take out scope Print out Traceable labels To endoscopy room 



From which cabinet 

Scope type 

Scope ID 
Scope for OGD  

The 59th OGD scope with serial 
number  Information of endoscope 

washer  

Time take out  
endoscope from 

cabinet 

From 2nd hook of the 
4th cabinet 

The scope should be 
used before  

SCOPE TRACEABLE LABEL 

CABINET-UNIT 4 - 2 

SCOPE TYPE OGD SCOPE 

SCOPE ID GF59 2301156 

DISINFECTED BY OER 6 at 09:20 – 15/05/15 

REMOVED from cabinet 10:31 – 15/05/15 

USE BEFORE 13:31 – 15/05/15 

TUEN MUN HOSPITAL CEC 

 



By scanning the barcode on the 
plastic tag, a double-adhesive 
label with instrument particulates, 
including usage count, will be generated in 
each reprocessing cycle. Two labels will be 
supplied by CSSD for patient and ward 
documentation. 

Instrument usage counter 
Enhancement after transition to CSSD for reprocessing: 
- In the past, counting instrument usage by ward staff. 
- Computer system was implemented for instrument counting by CSSD. 
- This will save nurse hours from doing admin work. 

A process indicator was included on the label. After sterilization, the color will be changed 
from blue to dark, as stated in NTWC Policy on Decontamination of Reusable Medical Device 
(Doc. No. NTWC-A-CS-015-V1) 

Tracking labels are generated by SITS 
Surgical Instrument Tracking System 

http://ntwccorpis01/cd/C_Policies/CS%20-%20Clinical%20Services/NTWC%20Policy%20on%20Decontamination%20of%20Reusable%20Medical%20Device.pdf


A plastic tag, as individual instrument identifier, was attached 
at the end of each instrument as liaised with ward staff. 

Past practice New practice 



Challenges 
• Validation test – need resources & support 
      ↑no. of endoscope & AER to cater high volume 
        ICN - contact tracing in case of any outbreak 

• Decontamination room spacing –  
       separate clean & dirty : one way direction 
• SITS - Tracking and tracing of endoscope &           
       accessories 
• Listed disinfectant – double door AER 

 
 
 



In use list of antiseptic/ disinfectant/ sterilant (Updated on 21 Jan 2015) 
For medical devices requiring high-level disinfection 

Disinfectant Assessment Committee 

ITEM CODE DRUG NAME STRENGTH TRADE NAME 
DSAC 

SUPPORTED 
PRACTICES 

DATE OF SUPPORT 
TO USE BY DSAC 

Remarks 

TRIS03 CHLORINE DIOXIDE 100-125 ppm  
Tristel Fuse for 
Instruments Disinf 
Soln, 100ml 

Flexible 
Cystoscopes 

16.05.2014   

Others 

APER01 
APERLAN POKA-YOKE 
AGENT A (OR EQUIV) 
DISINF SOLN 5KG 

Acetic acid 10-25%, 
Peracetic acid 5%, 

Hydrogen peroxide 
>20% 

APERLAN POKA-YOKE 
AGENT A  

For endoscope 
reporcessing in 
Getinge POKA-
YOKE AER 

9.3.15 

A grace period of one 
year for the use of 
Aperlan for these AER 
already bought in 
these 3 hospitals – 
KWH, QEH and YCH. 
During this one year 
period till 9 March 
2016, user shall have a 
built-in monitoring 
system to monitor the 
usage and the 
monitoring should be 
reported back to DSAC 

APER02 
APERLAN POKA-YOKE 
AGENT B (OR EQUIV) 
DISINF SOLN 5KG 

Potassium hydroxide 
4% 

APERLAN POKA-YOKE 
AGENT B  

For endoscope 
reporcessing in 
Getinge POKA-
YOKE AER 

9.3.15 



https://www.aspjj.com/us/product/high-level-disinfection 

https://www.aspjj.com/us/product/high-level-disinfection
https://www.aspjj.com/us/product/high-level-disinfection
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     Thank  you 
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