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Spaulding Classification

Device Level of Risk | Definition Devices Spaulding
classification (examples) process

classification

Critical High Entry or Implants, scalpels, Sterilization
penetration into needles, other
sterile tissue or  surgical instruments,

blood etc.

Semi-critical Medium Contact with Flexible endoscopes, High-level
intact non- larngoscopes, Disinfection
sterile mucosa respiratory and
or non-intact anesthesia
skin equipment

Non critical Low Contact with Stethoscopes, BP Low-level

intact skin cuffs, bedpans, etc.  disinfection



Steps in
Decontamination of flexible endoscope

Pre-cleaning

|
Leakage Testing

!




Disinfection

Automatic reprocessor
Manual disinfection



Automatic Endoscope Reprocessor (AER)

e Double doors (Pass through)
concept

e Close system for preparing
& draining disinfectant

e Internal water piping
disinfection cycle available

37




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:

e 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.

e Keep the device totally immersed for a minimum of 1 minute in duration, unless a longer time is specified by
the reusable device manufacturer.

e Manually flush all lumens with large volumes (not less than 100ml) of rinse water unless otherwise noted by
the device manufacturer.

e 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.

e Refer to the reusable medical device manufacturer’s labelling for additional rinsing instructions.




Drying HE

e True and pseudo outbreaks of waterborne
microorganisms are always associated with wet or
Inadequately dried lumens of endoscope.

e /0% alcohol flushing is recommended before storage to
e reduce risk of remaining pathogen

e Possibility of recontamination of endoscope by
waterborne microorganisms.




Storage :

1. Hang endoscope vertically in a clean, dry and well-ventilated
cabinet with all valves & water resistant cap removed.

2. Or hold endoscope horizontally on a flat surface with continuous
air flow through each channel

3.  Never store endoscope in the carrying case.
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Pilot in NTWC

Committee of Decontamination and
Sterilization — co ordinate

Validation test schedule -

A. Automated endoscope reprocessor (AER)
B. Ultrasonic cleaner

C. Endoscope

D. Scope cabinet



Validation Test Schedule

Automated Endoscope Reprocessor (AER)

1. Soil Test for reference load v

2. Final rinse water for viable count v

3. Final rinse water for organism v
(Legionellae, Mycobacteria Pseudomonas Aeruginosa)

4. Residual proteinaceous contamination test v

5. Feed water quality test v

6. Inspection and maintainence test v



Validation Test Schedule

Ultrasonic Cleaner

1. Soil Test for reference load v’
2. Aluminium folil test v
3. Sono-test v
4. Functional checking v

5. Feed Water quality test

6. Inspection and maintainence test



Validation Test Schedule

. —

Endoscope
1. Residual proteinaceous contamination v
test post manual cleaning
2. Competency audit in reprocessing of 4

endoscope

Scope Cabinet

1. Rinse water for viable count v




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

Polysaccharide
test soil

Blood
test soil

Good cleaning
efficiency



Validation Test for AER — Soil Test for Reference Load

TOSI® — FlexiCheck Troubleshooting Guide

Positive result:
Both test-soils completely removed.

Result:

Polysaccharid-test soil completely removed but visible residue of fibrin left.
Indication for:

Protein dissolving parameters not optimal

Optimisation:

Check and/or correct: Cleaning time / temperature / detergent efficiency / dosing

Result:

Blood-test soil completely removed but visible residue of Polysaccharide left.
Indication for:

Polysaccharide dissolving parameters not optimal

Optimisation:

Check and/or correct: Water quality / detergent efficiency and dosing 7/ Cleaning
tirme and temperature

Result:

Polysaccharide-test soil completely remowved but red protein residue left.
Indication for:

Protein denaturating effects (heat or disinfecting agents)

Optimisation:

Check for high temperature or disinfecting agents during the wash cycle.
Run cold pre-rinse if possible.

Result:

Both spots of test soil completely left.
Indication for:

Missing flow / No cleaning efficiency.
Optimisation:

Check connection of FlexiCheck ., machine and cleaning prograrm.




Validation Test for AER
— Soil Test for Reference Load

Tuen Mun Hospital T6 EDU
ecor P
Automatic Endoscopic Reprocessor's Cleaning Efficacy - Soil Test for Reference Load Record yd . { .
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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

Ensure sterile sealed bacteria-retentive 0.2 microns filter is use in AER.
Select the self-disinfection cycle of AER and start the program.

Run a normal process after performing a self-disinfection procedure.

Wb

Wipe the outlet of the AER where it normally attaches to the endoscope with 70% alcohol and
allowing it to air dry.

Connect the appropriate adaptor with sterile tubing to the disinfected outlet.
Select the rinse cycle mode, run 50 ml through the tubing and discard.

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

NTWC TMH-E3 Ward Combined Endoscopy Centre
Automatic Endoscopic Reprocessor's Cleaning Efficacy - Final Rinse Water for Total Viable Count Test Record
Test Frequency: Quarterly Test, Annually Test

Model: OER-AW (OER 3) S/N: 2900121 AID: 608855
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2013
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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.

2.
3.
4

o

8.
9.

Ensure sterile sealed bacteria-retentive 0.2 microns filter is use in AER.
Select the self-disinfection cycle of AER and start the program.
Run a normal process after performing a self-disinfection procedure.

Wipe the outlet of the AER where it normally attaches to the endoscope with 70% alcohol
and allowing it to air dry.

Connect the appropriate adaptor with sterile tubing to the disinfected outlet.
Select the rinse cycle mode, run 50 ml through the tubing and discard.

Collect a 500ml sample of water in a sterile specimen bottle by using aseptic handling
technique.

Label the specimen and fill in the appropriate specimen request form (HA161) properly.
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

Tuen Mun Hospital T6 EDU

I ?
o
Automatic Endoscopic Reprocessor's Cleaning Efficacy - Final Rinse Water for 1. Legiouellae 2. Mycobacteria 3. Pseudomonas aerugiuosa .
Test Frequency: Annually Test

Lab No: 14MBES5691 (MR311801R/TM)

Hospital Authority
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NTWC Pathology Service
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Total vizble count: 1 C.F.U./100 m
No Pseudomonas aeruginosa, Legionalla or Mycobacteria isolated

SUPPLEMENTARY REPORT

No Legionella,

Mycobacteria or

Pseudomonas
Aeruginosa isolated

Entered by : WK, Chay (MT)
Authorized by : W.K. Choy (MT)
This Laboratory is accredit)

National Association
reditation Number : 14281

Testing Authorities Australia

140434 A90T01804IIW
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Validation Test for AER - Final Rinse Water for
Residual Proteinaceous Contamination Test (Weekly)

« For 2.8
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Validation Test for AER — Feed Water Quality Test (Annually)

CMA Testing
and Certification
Laboratories
FEmE S E P D
TEST REPORT
Report No. £ AS0046348(3) Dhate - 05 Aug 2014
Application Mo. LS027448(3)
Applicant ; ELECTRICAL & MECHANICAL SERVICES DEPT.
3 KAI SHING STREET,
KOWLOON,
HONG KONG
Sample Description :  Thirteen (13) batches of wastew '~ sample sampled by the staff-of CMA

industrial Development Found=tion Limited at the following location.
Samples were refrigerated during delivery.

Preservation and Storage :  All samples were preserved as APHA 2led 1060C.

Sampling Location :  Washer Disinfector (Endospacc} at EDU Tuen Mun Hospital.
Sampling Date t 24 Jul 2014,
Date Received 1 24 Jul 2014,
Test Period : 24 Jul 2014 to 04 Aug 2014,
Test Requested Calcium
Magnesiom
Sodium
Potassium
Fluoride

Total Residual Chlorine {on-site measurement)
Chloramine
Nitrate Nitrogen
Sulphate
Copper

Barium

Zinc
Aluminium
Arsenic

Lead

Silver
Cadmium
Chromium
Selenium
Mercury

gk =l

b i — 0 L i L
ShkaamiEbpma T RHARRRRE

For and on behalf of
CMA Industrial Development Foundation Limited

Authorized Signature : /’/K Page 1 of 4

Tapg Tsz Wang
Deputy Manager
Environmental Division

Ties dosument g 1zsued subyect to the latest CMA Tesing Gensral Terns and Condstions of Testng avd Tnspastien Services, wvalshis on requag of accesnble at webmbe www amatd con
Tt document shall pot be reproduced except m Bl or with wniten spproval by CMA Tesmg

CMA Industrial Developmeni Foundation Limited
Room 1302, Yan Hing Centre, 9-13 Wong Chok Yeung St., Fo Tan, Shatin, N.T., Honz Koug.
Tel: (852) 2698 8108 Fax: (832) 2605 4177 E.mail: info@cmatel.com Web Site: Littp://www.cmatel. com



Water Quality Test Resference

Table 6 Requirements for water quality: final rinse and
process water

Department of Health (UK) (2013): Determinant and unit Maximum permitted values
Choice Framework for local Policy and Final rinse  Other stages
Procedures 01-01 — Management and Appearance (flmlrs _
decontamination of surgical instruments b Facidics (o) ;D;“r;;
(medical devices) used in cgree of acidity (p R -
Conductivity at 25°C (uS/
acute care. cm) 30 =
Part D: Washer-disinfectors Total dissolved solids )
(mg/100 mL) -
Total hardness, CaCO
’ 3
(mg/L) 50 210
Chloride, Cl (mg/L) 10 120

Heavy metals, determined

as Lead, Pb (mg/L) 10 -
Iron, Fe (mg/L) 2 —
Phosphate, PZOS (mg/L) 0.2 =
Silicate, Sio2 (mg/L) 0.2 2
Total viable count (TVC) 100

at 220°C .
at 37°C (cfu/100 mL) 100

Bacterial endotoxins 0.25 B

(EU/mL)



‘Bno~g Buog ©1 K uneqs ‘el o C18 Tnnag yuns Svop £1-6 SO0 SUTH UEL “TOET Wooy

oo prma s oA s gas Wm0 pEmaFiopnl eW-E LoTF §697 (T58) ¥ed A6TR 8607 (TLE) AL

eyt vonepno ] Rmdoj3Aa] [ELISNPUT VIND

Fumma] v pgo Ay pandde uspe w30 jpg o peoapoidas S o feig s ) Rl

TG AR oA #1576 [IEES5 08 b pnibiad 136 SFRI® & Teram s nagedsny pue Burgs] §o supspues pe SULS] \S0eD SONS] VED 150 A 0 1 lgns panesh st ustieoap SRLL

Validation Test for AER — Feed Water Quality Test

TEST REPORT
Report Mo, ASOD6348(3) Date : 05 Aug 2014
Application No. LS02T448(3)
Test Results
Test ltems Units Results
Tnlet | OER | OER | OER | OER | OER [ OER | OER | OER | MED | MED | MED | MED
3 4 5 i} T ] 9 13 1A 1B 2A B
1. Calcium me/L 20 14 13 16 15 10 10 11 10y 10 10 10 11
2. Magnesium mg/L 2.1 2.4 1.7 K 1.8 1B 1.8 1.6 1.6 1.6 1.7 1.5 1.9
3. Sodium mg/L 5.1 69 48 kX ] 1.6 49 5.2 43 &0 '_‘ 35 4.0 37 a0
4. Polassivm mg/L 2.0 24 23 22 1.8 24 23 20 2.3_;- 18 1.9 26 1.8
5. Fluoride mgl | 058 | 060 | 064 | 058 | 052 | 061 | 0.60 060 [ 062 | 056 [ 059 | 058 | 0.59
6. Tomal Residual Chlorine mgLl | <00 | <00 | <00 | <00 | <00 [ <00 | <01 | <00 | <01 | <00 | <01 | <D | <D
7. Chloramine mgL 0.2 0.6 12 09 0.2 <al | <01 | <0l 0.8 0.4 0.4 1.8 1.1
4. Nitrate Nitrogen mgl | 1000 | 480 880 460 | 1000 | 390 | 1100 [ 390 710 490 340 A T30
9. Sulphate mg/L ] 7 & g 8 7 8 2 9 8 7 T 7
10. Copper mg/l | 0055 | 0031 | 033 | 046 | 0.049 | 0029 | 0.028 | 0.034 0.030 | 0039 | 0.028 | 0035 | 0,039
11. Barium me/L | 0026 | 0.015 1.1 | 0014 | 0019 | 0024 | 0.013 [ 0016 | 0.013 | 0.013 | 0014 | 0.013 | 0.016
12. Zmnc mgl | 0090 | 010 [ 013 | 022 | 016 | 0063 | 0058 | 016 | 0092 | 017 | 0078 | 014 | 018
13, Aluminium mgL | 030 | 029 | 056 | 035 | 036 | 048 | 073 1.1 | 045 | 029 | 046 | 043 1.3
14. Arsenic mg/L | <0.002 | =0.002 | <0.002 | <0,002 [ <0.002 | <0.002 | <0.002 | <0).002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002
15, Lzad me/L | 0004 | 0,002 | 0002 [ 0.003 [ 0.004 | 04002 | <0.002 | 0.004 |<0.002) 0.004 | 0.004 | 0.004 | 0.004
16, Silver mg/L | <0.002 | <0.002 [ <0.002 [ <0.002 [ <0002 | <0:002 | <0.002 | <0002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002
17. Cadmium me/L. | =0.002 | <0.002 | <0.002 | <0.002 [ <0.002 | <0002 | <0.002 | <0002 | <0.002 | <0.002 | 0.003 | 0.044 | <0002
18. Chromium me/L | <0.002 | <0002 | <0.002 | <0002 | <0.002 | <0:002 [ <0002 | C.L92 | <0.002 | 0002 | 0.004 | 0.002 | 0.002
19. Selenium mg/L | <0.002 | <0.002 | 0,002 | <0002 | <0.002 | <0002 | <0,002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002
20, Mercury mgL | <0.002 | <0002 | <0,002 | <0.002 | <0.002 | <0002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002
Page 3 of 4
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Validation Test for AER — Inspection and maintainence
by Vendor / EMSD (Annually)

L43, Office Tower, La1gham Place, 8 Argyle Street, Mongkok. Kowleen, Hong Kang

Tel: (B52) 2376 1605 Fax: (852) 2376 1130 Date :’7 | Aug-14 ‘
Hospital _ TMH Unit EDU Personin Charge | bolla Lee T: Inspector MR wag
Address _EL CEc. _ Contact Phone No 2468 5629 Sales Person

B/ INSPECTION FOR OTHER PRODUCTS . B

E | Earhleakage | Encloswe | Earth bond ‘

MOJEL SERIAL NO. SERACE | Lk ure INSPECTION DETAILS W ek B | i (S
| SFC<imA | SFC<05mA | @ 254 10s

" OERAW |, | 2321059 |wsiw| chamgeel Ailoncet finctim o IC V| v [V (@R | s
2 OER-AW | 2321060 | yesino A “ Ly B v |V v ?g_ma_ ¥es (w0
3 OER-AW 2321061 YES | NO s - v W V| (o ws | ves oy

: OER-AW 0| 2320062 | ywsiw| - " vl v v Cogine | ves 0 |
's|  OER-AW |0 2321063 | ¥Es MO I - " / | o 1V %} NG | VEs R0
§ OER-AW ¥ 2321069 | ¥eS /MO o . “ " “ v L v |(ofne | ves (
7] "OER-AW £t 2321073 | YEs/Ho | - ~ “ e v v V| (ogine | vEs

8 OER-AW 2, 2900121 YES { NO n “ _q " v e (084 o | vES (o
_g_ 1 B‘;&fﬂﬂ - ; o e OF | NG ‘r’ES;JND
10| YES | NO B e OK /NG | YES / NO
i YES [ NO - OK / NG | YES / NO
[ 12 _ YES / NO 1 = ) COK /NG | YES I NO
! INFORMATION TO CUSTOMER

* Comprehensive 75]\ y . ACKNOWLEDGEMENT:
1 (&
' ) N 31 AUG 2014
20 AG 201 v’f?ﬁ"fx" Qﬂs'ﬁ N
DATE OF INSPECTION NAME OF ENGINEE LASIGNATURE DATE: 1

3!
#



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:

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.

Leave the test agent for at least 10 minutes after mixing.

Contaminate the test load, chamber wall and load carrier with the test load and leave to dry
for 30minutes.

Operate a normal washing cycle for the load type under testing.

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.

The test shall be regarded as satisfactory if it is visually clean.



Validation Test for Ultrasonic Cleaner
— Soil Test for Reference Load
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Validation Test for Ultrasonic Cleaner
— Soil Test for Reference Load




Validation Test for Ultrasonic Cleaner
— Soil Test for Reference Load

P —

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:

. Aluminum foil of nominal thickness0.05mm to 0.025mm (Sold as an aluminum foil wrap for

cooking);

. Tape

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.
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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:

Prepare an empty load.

Place the Sono Check device into the ultrasonic basket.

Start operating cycle.

At the end of cycle, turn the cleaner off and remove the Sono Check device.

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.

The result of Sono Check should be recorded by photo and kept record.
This test should be performed monthly or after major repair.



Validation Test for Ultrasonic Cleaner
— Sono Test (Quarterly)

Sono Check Recor ' for Endosonic Cleaner
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Feed water quality test -Annually

CMA Testing
and Certification
Laboratories
BEE BT

TEST REPORT

Report No, o ASD4634803) Dhate - 03 Aug 2014
Application No.  © LSO27448(3)
Note @ | <denotes Jess than

) mo/L denotes miilligram per litre

di fHdlele American Public Health Assocration Standard Methods for the Examination of

‘v‘u ater and Wastewater 21ed. 2003

¥ex% End of Report *+#**
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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.

® |f 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

CMA Testing

and Certification

Laboratories
W W AR R D,

TEST REPORT

SCHMIDTBIOMEDTECH (HK) LTD.

Report No AS0019101(1)
Application No : LS011303(%)
Applicant

Sample Description

20/F, CHINACHEM EXCHANGE SQUARE,

1 HOI WAN STREET, QUARRY BAY

Foundation Limited stated to be :

e ——————

Date; 23 Apr 2014

Five (5) sample(s) sampled by the staff of CMA [ndustrial Development

| Sample(s) ‘Name Maodel No.

["Model | — Endoscope (CF16) Colonoscope Olympus CF Q1601
Model 2 — Endoscope (TI06) ERCP scope Olympus TIF 160R
Model 3 — Endoscope (GF36) | Gastroscope {)I;wn_aus GIF 160
Maodel 4 — Endoscope (OT 5i) | Cystoscape Nympus CYF SA

| Meodel 5 — Endoscope (BF24) | Brochoscope Olympus BF F260

Sampling Loc.

Sample Status Upon Receipt © Refrigerated

ation  :  Tuen Mun Hospital, Combined Endoscopy Centre, Cleansing Room. from
Medivators Rotascope, Cabinet 2

Sampling Time i S0

Date Received

Test Period

Test Requested

Test Result

04 Apr 2014; 07 Apr 2014,

04 Apr 2014 to 15 Apr2014.

Total Acrobic Microbial Count,

| Results f(_l'l.' ‘mL) |
S Name Test ltem Time Point; | Time Poink:
S L liour 72 DL
Ninde] |~ Budugiore Colonoscope | Tortal Acrobic Microbial Count | < 1.0x 10 | <1.0x10"
(CF16) .
1 fl " y !
Model 2~ Endoscope | ppep coome | Total Aerobie Microbial Count | 1.0 x 10" | < 1.0x 10
(106)
Model 3~ Endoscope | 0 ocoape | Total Aerobic Microbial Count | 10x 10" | <10x10°
{GF36) |
Model 4—Endoscope | (oo | Fotal Aerobic Microbial Count | 10x10° | 13x10'
(OT ) 2 |
Model 5—Endoscope | o o ceone | Total Aerobic Microbial Count | <1.0x10° | 2.0x10° |
(BF24) B
Note: 1. CFU/mL denotes colony forming unit per milliliter of sample.

2. The detection limit of above testis 1.0 10° CEU/mL.

#x=4% find of Report AR

Rinse water for viable count
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Tracking and Tracing

 No standardization on Tracking and tracing of
endoscope and accessories



To endoscopy room
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Take out scope




[ From which cabinet

From 2"d hook of the

4th cabinet
[ Scope type } \ SCOPE TRACEABLE LABEL
N\
CABINET-UNIT
SCOPE TYPE 0GD SCOPE~ Scope for OGD }
[ Scope ID [ SCOPEID GF59 2301156

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

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

The 59t OGP scope with serial 1

Information of endoscope number

washer USE BEFORE 13:31 - 15/05/15

TUEN MUN HOSPITAL CEC

Time take out
endoscope from
cabinet

The scope should be
used before




Tracking labels are generated by SITS
Surgical Instrument Tracking System

By scanning the barcode on the
TMH.EDU.FB.5.4 . .

TMHIE‘I"_EH?-ZE _ FBGSS plastic tag, a double-adhesive

CLLCHIBREST FORCEAAEED label with instrument particulates,

I “ H ‘ I|| “ I|I‘ II I I| | |I II‘ inClUding usage count, will be generated in

each reprocessing cycle. Two labels will be
supplied by CSSD for patient and ward

Set Mo.: 26 Max: 'JEI-EEH' documentation.

Exp Date: 2015-11-08 M. of |J'IE|I1J :

Instrument usage counter

A Enhancement after transition to CSSD for reprocessing:

- Inthe 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)



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
M 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



Disinfectant Assessment Committee

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

DISINF SOLN 5KG

4%

AGENT B

Getinge POKA-
YOKE AER

DSAC
DATE OF SUPPORT
ITEM CODE DRUG NAME STRENGTH TRADE NAME SUPPORTED Remarks
TO USE BY DSAC
PRACTICES
Tristel Fuse for Flexible
TRISO3 CHLORINE DIOXIDE 100-125 ppm Instruments Disinf 16.05.2014
Cystoscopes
Soln, 100ml
Others
A grace period of one
year for the use of
Acetic acid 10-25%, For endoscope Aperlan for these AER
[ HERLARN]POL A IHOIE Peraceticacid 5%, [APERLAN POKA-YOKE |reporcessingin already bought in
APERO1 AGENT A (OR EQUIV) . . 9.3.15 >
DISINE SOLN 5KG Hydrogen peroxide |AGENT A Getinge POKA- these 3 hospitals —
>20% YOKE AER KWH, QEH and YCH.
During this one year
period till 9 March
2016, user shall have a
built-in monitoring
For endoscope system to monitor the
IAPERLAN POKA-YOKE
- - B ingi usage and the
APERO2 AGENT B (OR EQUIV) Potassium hydroxide JAPERLAN POKA-YOKE [reporcessingin 93.15

monitoring should be
reported back to DSAC




Biocides & Liquid Cleaners

CIDEX® OPA Solution Is The Standard For Instrument
Reprocessing, Cleaning, Disinfecting

As the industry standard for insfrument reprocessing, CIDEX® OPA Solution is the time-tested
disinfectant you can turn fo for rapid, reliable results.

Glutaraldehyde-free No activating or mixing Long-lasting efficacy
0 (0.55% ortho- needed. Minimizes allows reprocessing of

phthalaldehyde) high- exposure fo fumes, odor more devices per gallon

level disinfecting or irritation. 1 than with

solution. Rapid 5-minute Glutaraldehyde. 1,2

soak time at 25°C in an
automated endoscope
reprocessor. Twelve-
minute soak fime 20°C
for manual
reprocessing.

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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