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A. Introduction of Central Sterile Supplies Department “?’-:f?
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Tuen Mun Hospital Pok O| Hospltal T|n Shui Wai Hospltal
Vision:

Be a professional disinfection and sterilization service provider

Mission:
To provide quality disinfection and sterilization service for
reusable medical device
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Role of Reprocessing Center "o
Reprocessing Center -

A Factory in Hospital

A. Introduction of Central Sterile Supplies Department
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Traditional CSSD **
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Reprocessing of Linen ltems




A. Introduction of Central Sterile Supplies Department = i?%

Tradltlonal CSSIS « U

Reprocessing of Reusable Medical Device and Ward Procedure Set



Introduction of Central Sterile Supplies Department
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Scope of Services of s V3
Traditional CSSD

Sterile Dressing Packets
Sterile Ward Procedure Sets
Sterile Theatre Linen Packs
Sterile Instrument Packets
To reprocess user-owned reusable medical devices




A. Introduction of Central Sterile Supplies Department ‘@-’i{?

Scope of Services of s V3
Traditional CSSD

6. To provide central disinfection services of medical
equipment and device

LS “‘-s'-*é'
/. To monitor, control and reprocess reuse Single Use
Medical Device




A. Introduction of Central Sterile Supplies Department




A. Introduction of Central Sterile Supplies Department %=

Scope of Services of TS§U V3

To reprocess operating theatre surgical instruments

10
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Scope of Services of TSsu (4

To reprocess operating theatre surgical instruments

A. Introduction of Central Sterile Supplies Department

The Laparoscoplc Rack

e T T T Bt o
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B. Hong Kong Experience of Hospital
Accreditation

The Australian Council on Healthcare Standards (ACHS)
conducted accreditation pilot exercise for 5 public hospitals in
Hong Kong in 2009

5 Public Hospitals:

« Caritas Medical Centre

 Pamela Youde Nethersole Eastern Hospital
* Queen Elizabeth Hospital

« Queen Mary Hospital

 Tuen Mun Hospital

3 Private Hospitals:

« Baptist Hospital

 Hong Kong Sanatorium & Hospital
* Union Hospital
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C. Sterilization Service Revolution in TuenMun Hospital

ACHS Surveyors recommended Key Address Areas in
Sterilization Service of Surgical Instrument

1. Lack of clear demarcation of dirty and clean zones in
Operating Theatre for instrument reprocessing

2. Elimination of flash sterilization for surgical instrument

3. Lack of effective tracking and tracing of surgical operation
Instruments

4. Deficit in Governance Structure

14



C. Sterilization Service Revolution in Tuen Mun Hospital
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Sterilization Service Revolution in TMH ~*

Tuen Mun Hospital also encountered the same issues

1.Dirty and Clean 2.Flash Sterilization

£ X
7 §5




C. Sterilization Service Revolution in Tuen Mun Hospital %%

Sterilization Service Revolution |
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3.Lack of effective tracking and tracing of surgical
operation instruments

it Gould
Become an
Epidemic

[pe——————

Gkl 1Tl
iz N

A tracking system should be in
place that permits recall of
devices used on high-risk tissue
and high-risk patients. This
tracking system should permit
identification of the patient on
which the devices were used, the
date they were used, the
procedure performed, and the
surgeon’s hame.

ANSI/AAMI ST79:2010
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C. Sterilization Service Revolution in Tuen Mun Hospital “'ﬁfk%

REN "
Background of TMH - C

Limitation of Sterilization Facilities in 2010

+ Four Satellite Reprocessing Centres in OT

+ Flash sterilization method as routine practice

+ No formal Theatre Sterile Service Unit in TMH

+ Insufficient surgical instrument inventory

+ Insufficient manpower for instrument reprocessing

+ Insufficient space for storage and reprocessing instrument
+ Insufficient decontamination equipment

+ Surgical instrument user (OT staff) had to shoulder the role
of sterile service provider

17
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We need to change ity

CSSD of Tuen Mun Hospital initiated a pilot project and act as a
model for sterilization service enhancement

C. Sterilization Service Revolution in Tuen Mun Hospital

(\ F
. 3
\ P
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C. Sterilization Service Revolution in Tuen Mun Hospital *ﬁfg%

Pilot Project on Sterilization Enﬁ%ﬁfgemeﬁ\t&
in TMH CSSD

First HA CSSD to renovate between March 2011 and
June 2012




C. Sterilization Service Revolution in Tuen Mun Hospital *?f&

Sterilization Enhancement %&ect Y3

in Tuen Mun Hospital

Aim :

+ Conversion of old Central Sterile Supplies Department
(CSSD) to a be Central Decontamination Center in TMH

+ Modernize TMH CSSD to merge CSSD and Theatre
Sterile Supplies Unit (TSSU) functions together within
one department

+ Upgrade the quality management system in CSSD to meet
with international standard of decontamination practice

__Old CSSD

21
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C. Sterilization Service Revolution in Tuen Mun Hospital  “%
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New Design of CSSD
(Mar 2011- Jul 2012)

The Hardware Requirement

@ Infrastructure Requirement

@ Decontamination Equipment Requirement

T | I
- | iy i

22



C. Sterilization Service Revolution in Tuen Mun Hospital &

Design and Management of new CSSD

Quality Systems
Medical Devices:
EN ISO 13485:2003

Quality Manual

Reference to HA Guidelines on Disinfection &

Sterilization of Reusable Medical Devices for OT

.. Policies and procedures
Decontamination | Management
Equipment |
The Facility « Training
. . * Resources Monitoring
Washlegglfégi:;tor: | . Auditing
e i Environment Design: * Customer Fo_cus_
Steam Sterilizer : Hospital Building « Product Realization
EN 285 Note 13 (UK) - Measure, Analysis and
Ultrasonic Cleaner : Environment Control Improvement
AS 2773 ISO 14644 -« Tracking & Tracing of
Instruments

23



C. Sterilization Service Revolution in Tuen Mun Hospital R

® Infrastructure Requirément (/)

 Hospital Building note 13

 Demarcation of Dirty and Clean in

Decontamination area

e |SO 14644 Class 8 Clean room Standard in

Inspection Assembly Packing room

e Ventilation and air flow

Sterile Services
Department

* Temperature and humidity requirement

 Adequate lighting

& efm-

 Air exchange rate

24
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@ Infrastructure Requirément ()
Demarcation of Clean and Dirty Area

C. Sterilization Service Revolution in Tuen Mun Hospital

Decontamination area - -

: - :
A0 !'1,'; S r s

Air-tight
. dain o ﬂ
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C. Sterilization Service Revolution in Tuen Mun Hospital %% %

@ Infrastructure Requirément ()
Demarcatlon of Clean and Dirty Area

: 1. Air-tight Ceiling
| 2. Positive Pressure 10 - 20 Pascal
| K * 3. 1SO 14644 Class 8 Clean room standard
~ 4. Lighting with 700 lux

26




C. Sterilization Service Revolution in Tuen Mun Hospital *#&
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@ Equipment Requirement '/

Standards for Reference
Standards of Steam Sterilizer

T ISD}TS EUROPEAN STANDARD EN 285:2006+A1
|SO 17 665 & EN 285 EUTNMRSL NORME EUROPEENNE
SPECIFICATION 17665-2 FUROPAISCHE NORM -
ICS 11.080.10 Supersedes EN 285:2008
Firlt s
bt English Version
Sterilization - Steam sterilizers - Large sterilizers
St - StesEs 3 Speur Tssu - Grncs Steisston - Damprotamstoan - Gros-StIsarE
s
LaRE— Cenon 27 A 2008 1 sporouea y CEN on  Fecny 2008
EN membersar o 1 comoly i e CENICENELES e g aons ahih e i condiiors g s European
SN s 3 At SIS WLty SterEon Uy
SEoVaars ey o COAnd o 97 1 8 G NATAgaTEnt GRS o 13 any CEN FeEST
TS Euopen Sncas et s s (SR, R armary A VST 1 )l g iy et
o s sty 3 GEN manoar o 5
Sterilization of health care products — ol
MD|‘t h'.t — CE:;\E(’;II;:& f?;eﬁﬁ:mgmmm\g;ﬂa BebglllLvaE‘aEnamqws. Czech Repuwc Denmarl Esbama Hnlmﬂ
Romania, Slovakla, Slovenia, Spain, Sweden, Switzeriand and Unfied Kingdom. .
Part 2
Guidance on the application
of IS0 17665-1
Fhweiipatcn dep prosiuly de ek e Chakeor o —
Parss I Deectved seabved b Iappheatas s MO0 el
E.
EUROPEAN FCR STAN
COMITE FUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG
Managemant Cantra: rus os Stassart, 35 B-1050 Brusasls
Biphprgaisp Pasmig
SONTS WEE-T 200NN
22005 CEN Al s of sxpEaton 1+ amy o a0 oy any mans resenea et No. N 2552008112008 £
crantos fr GEN rtors Nemoers
O 0
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C. Sterilization Service Revolution in Tuen Mun Hospital — “Is

@ Equipment Requiré';ﬁi““@ﬁt

Standards for Reference
Standard of Hydrogen Peroxide Sterilizer

INTERMNATIOMNAL I1ISO
STANDARD 14937

d

STERRAD STERRAD ISO 14937
100NX 100S

28



C. Sterilization Service Revolution in Tuen Mun Hospital ‘#&%

@ Equipment Requirement (\_/;;/

Standards for Reference
Standards of Washer Disinfector

INTERNATIONAL
STANDARD

Washer-disinfectors —
Part 6:

______ =-
éz
=

UItrasonlc Cleaner
AS 2773

Reference number

1
{
Q
;
Iy

|
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C. Sterilization Service Revolution in Tuen Mun Hospital “%ﬁ?%

New Scopes of Service:,, ()

1. Thermal Disinfection

Thermal disinfection was used
to replace chemical disinfectant
so as to ensure staff and patient
safety




C. Sterilization Service Revolution in Tuen Mun Hospital “%fg%

New Scopes of Service:,, ()

2.Fade Out Linen Item

Use disposable drapes




C. Sterilization Service Revolution in Tuen Mun Hospital “?’-:fﬁ%

New Scopes of Service:,, ()

3. Fade Out Production Dressing ltem

Use pre-sterile ones available in the market

—->Handover delivery role of sterile proprietary
consumables to Central Procurement Material
Management Unit




C. Sterilization Service Revolution in Tuen Mun Hospital “%fg%

New Scopes of Service:., ()

4. Reprocessing of Reusable Polypropylene
Hollowares by Disposable One

e Shifting the supply of disposable hollowware to
Central Distribution Centre(CDC) = Release

production capacity and focus on clinical service
provision
33



C. Sterilization Service Revolution in Tuen Mun Hospital “%ﬁ%

ice.,, ()

New Scopes of Serv

5. Topping Up (Auto-Refill System)

Bar Code label
Bar Code Scanner

"4 g
By
|

Generate a report and Synchronize the data of

prepare refill items portable scanner to computer

34



C. Sterilization Service Revolution in Tuen Mun Hospital “%{:5% |

New Scopes of Service:.,, ()

6. Focus on Surgical Implant and Instrument

1. To reprocess surgical instruments

2. Elimination of Flash Sterilization

35



C. Sterilization Service Revolution in Tuen Mun Hospital P o
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Development of Tracking System C/g/
The Other Function of Tracking System

* Tracking and Tracing System for Surgical Instrument
* Procurement and Materials Management

* Annual Budgeting and Forecasting
» Stock Distribution for Clinical Users
* Internal marketing (cross charging

9 L33U 31UCK LUN T RUL AIND 1RAURING 313 1EM (1UEN MUIN FUSFLIAL) —
— . - - - — —1
1.C55D Operation Main Menu (Supervisor) (OPOIOO)] XExit
1 Hospital Department and Ward Codes Maintenance Menu cDp0100 4
2 Email Related Functions Menu cD0200 3 |
3 stock Codes and Master Lists cD0300 ’
4 purchase Order Processing and Reports PU0000 } 2 Sub-assembly Code Maintenance BPSEM
5 Annual Budget Operations Menu BU0000 »/ 3 Finished Goods Code Maintenance BDFCM
6 Finished Goods Transactions Maintenance and Reports Menu FG0000 5 F.G. Section Code Maintenance BPSEM
1 Stock Control Main Menu IN0DO0O } 6 F.G. Grp Maintenance BPGPM
8 0.T. Operations Menu 0T0100 *'1 F.G. Input Type Maintenance BPCEM
9 New Production Item Cost Calculation ¢s0000 VB F.G. Issue Form Type Maintenance BPFMM
0 Annual Budget Preparation Menu BU0300 } 9 Reorder Category Maintenance BPOCM
A Special Data Amendment and Conversion Menu SP0100 ' 0 Supplier Code Maintenance BPSUM
B Topping Up Operaticns Menu TP0000 } & Warshouse Code Maintenance BPWHM
C €SSD Tracking Set Operations Menu (TMH) TMCS01 ' B Production Section Maintenance BPDPSM
D New Programs Pending for Use 000002 } C Brand Code Maintenance BPBRM
E System Administration Menu AD0200 } D Country Code Maintenance BPCTM
F Menus other than System Supervisor MENUQ0 ' E Manufacturer Code Maintenance BPMFM
G Tracking Set Alert Maintenance Menu AL0000 M F Unit Code Maintenance BPUNM
G Currency Code Maintenance BPCYM
H Tracking Set Master Inquiry BPTSM
I Tracking Tubing Group Maintenance BPTTM
K List of Instrument by Set BP024
L Raw Material Where Used Report BP0ZY




C. Sterilization Service Revolution in Tuen Mun Hospital

Role of Reprocessing Center e, (\//2/

Centralization

Heart of Hospital in terms
of Infection Control







Tuen Mun Eye Centre

Centralization of
Sterile Supply Services within NTWC

=
" s\ LAM HOSP!TA L%
)
@ Bs S~ -

> /\MEBERT siu Lam Hospital
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Infection Control in Hospitals

Importance of Decontamination Practices in Infection Control

Disinfection

Cleaning Sterilization

Surveillance

Education Hand hygiene

41
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Risks of Inadequate =,

Decontamination Reprocessing Practices

1)

2)

3)

4)

o)

Affect the efficacy of the disinfection or sterilization process

Transfer of foreign protein which may cause adverse
reaction. It poses the risk of spreading TSE’s (CJD / vCJD)

Transfer of micro-organisms which may cause infection

Transfer of particulate materials which may cause
granuloma or adhesions in wounds
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How do we assure ‘Sterility’?

oo,

What is sterility?

1. Can we base on the sterilizer printout to assure sterility?
2. Can we trust the chemical indicator label?

3. Can we trust the Biological Indicator ?

4. lIs it a routine practice for laboratory test on sterility?
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D. QMS for Reprocessing Reusable Medical Devices in Hoﬁatgl

Process Control C/p

DIEIHFEETIDH

By
TRAN SPORT
2

ACQUISITION/

1

wn W

ZE IBE

DISPOSAL / REPAIR

PACKAGING

Quality -

Assurance

STERILIZATION

% 1A

DISTRIEUTION

o

STORAGE TRANSPORT

w1 i u
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D. Quality Management System for Repracessing
Reusable Medical Devices in Hospital

How to maintain and improve
the quality continuously?

CSSD needs a
Quality Management
System

45



D. QMS for Reprocessing Reusable Medical Devices in Hoﬁggtgl
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Quality Management System - 1SO 13485

& 9 /ism;ass/
? Quality management
for medical devices

’r

Composed of 8 sections:
1. Scope of standard
2. References

3. Terms & definitions contained in

standard

/ 4. Quality management system
5. Management responsibilities
6. Resource management

7. Product realisation

8. Measurement, analysis and

kimprovement

~

J
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D. QMS for Reprocessing Reusable Medical Devices in Hoépﬁgl

CSSD Quality Management Syﬁtgm

Content
1. Introduction and Department Profile

2.Quiality Policy and Objective

3. Management Responsibility
4.Human Resources Management
5.Material Management System
6.Production Standard

7/.Risk Management, Measurement,
Analysis and Continuous Quality

Improvement

8.Control of Document

2.0

3.0

4.0

Contents

Introductionand Department Profile
1.1 Introduction
1.2 Department Profile

1.21 Location

1.22 Scope of Service

Quality Policy and Objective

Management Responsibility
3.1 Management Commitment
3.11 Mission
3.2 OrganizationChart
3.3 Customer Focus
3.31 External & internal communication
3.32 Mearly Missed Event, complaint, feedback
management
3.33 Regular meeting
3.4 Management audit and review
341 Auditand review on management system
3.42 Reviewon SOP
3.43 Review oninstructions & gquidelines
3.44 Review on customer information &feedback
345 Improvement &ERecommendations

Human Resources Management
4.1 Job description
4.11 administrative staff
4.12 frontline staff
4.2 Duty Ammangement
4.21 Duty Hours
4.211 administrative Staff
4.212 frontline staff
4 22 Duty Request Guideline
4 23 Cwertime guideline
4.3 Leave Amangement

47



4. Resources Management-4.2 Human resources-4.2.3 'ﬁmpmg & Development

%
Credential — Qualification of Staffs
WIMIK GSA | WM TSA bl 55 & RN NO COM
Range of Duties TSA

: Infection Control . v . v v ' v ' v ' ¥

| Fire Safety | v ' ¢ ' v ' ¥ o v
Manual Héndling | ¥ v i . o o _/
Occupation Safety & Health | v o " . v ¥ _ ¥
Hyglene prncedure o | v v v W v | ¥
Understanding of quality systems ¥ v W v v ' v

Basic Concept of Tracking and Traceability v | v 4 ; =

: Collect and handha soil instrument set v v o o v ' v

| Recogn.s_z;_lﬁms.trhment Sei v v v ¥ .,- o

: Assemble Instrument Set, Linen Pack and Dressfﬁa Pack * v v o ' v 7

| Assemble ngh Level Disinfection ltem { X v v v v .r
Operate :';:-Ei-li}er - . K K ¥ | v " o
Basic Stock Control o ® X v | = L Y
Basic IT skills X X v v v v
Trai:kmg System X )4 ‘ B I ¥ 7
A-mc_eﬁ;iglis 4 b4 i x ¥ v v '

_Enwro;urnentﬁl Manitoring x x ;_q e i 1 & , N

| Quality Sampling R ) ) x X X v v ' ¥

| Supervise Staff X x | % 2 F | &
.mj.nilur Stock level x X ¥ [ ¥ ¥ "
Hdl"‘d!r_-;ﬂ_LEﬁ;]r E;jmpl'aint ){ ¥ _}( v ¥ v [
intr'-fnnlﬂ.udlt ing ) . )( = X ){ v v v

| s b1.éﬁ'-;r;;'ﬁizmal duties X X .'.E. ¥ , ¥ 7 | 48
Procurement A A X X o v

. Recrutment / Infarviaw X X X X v [ ¥
Resources r;uiansugemen! | X x X b X ' ¥ |

. Limison Duties | x [ A X A X v



4. Resources Management-4.2 Human resources-4.2.3 ‘ﬁ'mpmg & Development

Quality Management System- Traﬁung

To develop and implement in-house training module with 3 phases for new join
staff.

Module I. NTWC CSSD Training Schedule of PCAII
It covers comprehensive introduction of basic working knowledge.

Module ll. Mentorship Scheme of New Join PCAIl (8-weeks)

All new PCAIl would be assigned with an experienced PCAIl as mentor to
coach for 8 weeks.

Module lll. NTWC Tier 1 In-house CSSD Training course

« ltis a training course delivered by supervisors and management to
summarize the working knowledge and skills.

 Multiple choice questions are designed for assessment and
evaluation of training program

Aaperisl




4. Resources Management-4.2 Human resources-4.2.3 ﬁ'mpmg & Development

Quality Management System- Tra?mng

Training for Senior Staff / Supervisor

NTWC CSSD Tier-2 in-house training course for Supervisor

Content:

* Theories on Decontamination Sciences
« QOperational Management and quality management of

CSSD
 Management Principle and supervisory skills

50



4. Resources Management-4.2 Human resources-4.2.3 Tré'm & Development
""*:,_\:3?'&
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Evaluation of hand washing efficiency

A Pass / Fail limit of 600 RLU was set following the
initial wash.

* |f the levels were > 600 RLU, operators were told to re-
wash their hands and were re-tested.

« [f the ATP levels were stills > 600 RLU, the operators
were re-trained on their hand washing technique.

91



4. Resources Management-4.2 Human resources-4.2.3 ﬁ'a;ping & Development
ST, AL

: T 2 (\_/
Hand Hygiene Monitoring by ATP Swab Test”
b — Reaction - _  Measure
Click & Shake & Record

Swa

B Swabbed

regions % |

52



4. Resources Management-4.2 Human resources-4.2.3 &gmmg & Development

Hand Hygiene Monitoring by ATP* Sygab Te{t

/,

: 5 5 5 5 Surprlse check Immedlﬂteh ; : :
N P L Lo Lo L (Pre..uash) retest(}‘mg&ash)

: ; O (surveyed staff)
% staffsun E"'ir ed (29) ; 85 Y=oy (packing staff)

Relative Light Unit (RLU) detected on stal‘f strnng hand {’E e
Range(29) | 404-30332 | 86- 3643 |

Max(29) é 30332 . 3643
Min(29) ? 404 86

Median (29) 2844 . 410

;’:Ulstaif:{m] 55351 755
___________________ Female(25)4953%48

: : : : : Y-t \" f
Male (4) 6343 - . 1594~ ‘9\ Target group,
. Entry before 2003 (10) 13019 - 338 gg&ggg of ;

| S .. Entry after 2003 (19). . ... e 6365 ..|; washing hand -

a. Entry between 2003 — 2011 5 5 5 5 5 5
((>1 ICN: course attended) (7) 6365 ( 4205 é
...................... \\r,—

-b. Entry less than 18 months : : . : :” L ! :
(very new staff =1 ICN course attended) (12) 6785 13?‘“? ’ QB




5. Infection Control o

5.5 Environmental Coﬁ?@lﬁ

P

’t.»_&! é@,

b-

Table 1 Environment, ventilation, and lighting Requirements

];m'lf'num‘eut Ventilation Lighting
specification
Rooms ('lﬂ?ﬂﬁ Temperatu | Relative 3-111111111.111 +/- with
cation . 3 total air ‘s
re range humidity change per respect to Lux Position
°C % 8 f (wrt)
hour
Wash room / Not +ve wrt
.. : i : 5
decontamination Darty 18-22 30-60 10 surrounding 0o Bench
- CF 300 Floor
area areas
IAP room / : +ve wrt all 700 Bench
B 20 Ao
Packing area Clean 18-22 40-60 10 area 500 Floor
Sterilizer +ve wrt all
loading area / Clean 18-22 30-60 10 other area 300 Bench
sterilization area -ve wrt JAP
Processed ;i{;ﬂ
products store / Clean 18-22 30-60 4 i\'e mgt 300 floor
Sterile store
despatch

*Ventilation requirement, minimum total air change per hour recommended by Association
for the Advanced of Medical Instrumentation (AAMI).

54




5. Infection Control

5.5 Environmental Con

‘v%.‘:%

Table 1 — Selected airborne particulate cleanliness classes for cleanrooms and clean zones

ISO 14644 Class 8

Clean room standard

Trt}lgi !

ISO classification

Maximum concentration limits (particles/m? of air) for particles equal to and larger than the
considered sizes shown below [concentration limits are calculated in accordance with

number () equation (1) in 3.2]
0,1 pm 0,2 pm 0,3 pm 0,5 pm 1 ym 3 m
IS0 Class 1 10 2
IS0 Class 100 24 10 4
150 (‘la% 1000 237 102 30 8
IS0 Class 4 10000 2370 1020 302 83
IS0 Class 5 100 000 23 700 10 200 3520 832 29
IS0 Claaq § 1000000 237000 102 000 35200 8 320 293
IS0 Class 352 000 83 200 2930

NOTE Uncertainties related to the measurement process require that concentration data with no more than three significant
figures be used in determining the classification level
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5. Infection Control

N

5.5 Environmental CoﬁTmI% Ch

Particle Count Monitoring of an IAP room

fEAz:F

Floor plan of 15 packing locations (217m?2)

Ef%RE At¥RE

W5
REE

fill EVAR

PAS

e~/

Particle Rize (um)/

0.3

ros [ 1.0 3.0 [[ 5.0 10.0

Concentration (Particlp count Am3 of air)

Average

504

101 24 4 2

1196\

296 63 /] 6 4

N 4
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5. Infection Control

Yo SR

5.5 Environmental Coﬁ’fm,l%

Pressure Difference Monitoring of an IAP room
Minimum pressure difference:

10-20Pa across adjacent

compartment of IAP room.

Direction of Air Flow

V)

——

Decon
-ve pressure

A\

¢

Hose

IAP

+++ ve pressure

7

I

Ll

Sterile Store
+ve pressure

Sterilization Area
++ve pressure




6.Product Realization (Production Standard)
6.3 Validation System of Decontamination Equipment o

Quality Management System

Validation and Routine Control

58



6.Product Realization (Production Standard) *"?f?
6.3 Validation System of Decontamination Equipment ”““*Lﬁ;% (\"‘

2

oy t‘% ~
'tb

Operational Qualification Test

Load Carrier (Washing Cart )

Visual observation;

Ensure spray free to rotate when load carrier is empty or full ;

Check alignment of load carrier for fitting the water inlet supply from WD

HTM 2030 Part 3 9.313 9.315 4,
EN ISO 15883 6.7.1 *©



6.Product Realization (Production Standard) K
6.3 Validation System of Decontamination Equipment "% C)
L

Performance Qualification-
Cleaning Efficacy Test

Routine testing

60



6.Product Realization (Production Standard) Ty

:L“ﬁ%‘.
6.3 Validation System of Decontamination Equipment o

u /By
MQ%*§ C/@
Performance qualification-

Cleaning Efficacy Test - 1. Soil Test

Test Soil applied to Load Carrier S



6.Product Realization (Production Standard)
6.3 Validation System of Decontamination Equipment

Performance qualification-
Cleaning Efficacy Test -
2. Load Check

Load check Indicator is an
indicator printed with a pattern off
test soil on both sides off a plastic
see-through substrate.

FAIL FAIL PASS
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6.Product Realization (Production Standard) ‘%?fg%

6.3 Validation System of Decontamination Equipment "“*'*%3;“%%

4,

Performance qualification-
CLEANING EFFICACY TEST -
3. ATP SWAB TEST

Reaction — Measure
#

—
Swab ™ ¢k 8 Shake & Record

63



6.Product Realization (Production Standard) *’%{g
6.3 Validation System of Decontamination Equipment

Cleaning Efficacy Monitoring by AT% C/”Z/

Implantable Instruments

Description Decontamination description Visual RLU
Before After Cleanliness | Before | After
Box with lid for v/ With manual w
holding washers pre-cleanse and
. water jet before Yes
. decontamination;
Mea51.1r1ng v Mini washer Yes
device v" Manual wash disinfector;
0 Al v' With pre-soak gel
cannulated sprayed; Yes
BeICHATaY v' Standard cycle,
4mm screw witl.lout. Yes
sonication.
LCP plate, v With manual Yes
[ pre-cleanse
8-hole T plate Lefore
(x41.151) decontamination Yes
- v' Automatic
. : o | SholeTplate | v Manual wash Ziis::erctor ®) Ves
et v' With pre-soak gel
3.5mm screw SRR
9. (size 88) v St.andard cycle, Yes
. without
Screw tray inner sonication.
A 10, covgr Yes
i




6.Product Realization (Production Standard)

6.3 Validation System of Decontamination Equipment o

-,
i
* t.\,& %
t“'
L !
B

Quality Management System
VALIDATION AND ROUTINE CONTROL

OF STEAM STERILIZER

2
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6.Product Realization (Production Standard)

6.3 Validation System of Decontamination Equipment

Automatic Control Test (ACT)”

Automatic Control Test of Washer Disinfector

Aim:

To show the operating
cycle functions correctly
as evidenced by the
values of the cycle

variables fitted to the
sterilizer

Reference from EN 285 2006+A1 2008
715

CFPP Part C 13205

oy
u“-?

’-
T .
%

e

ﬁ@'&

Washer Disinfector WD B Hospital
Programme P2 TMH / POH i TSWH
Test Date 20170201 Frequency of Validation
Cycle Number s521| I Weekly
Cycle Start Time 14:5742] [ Quarterly
Cycle Finished Time 15:30:37] [ Yearly
Stage Reading Taken At Reference
Time at Start 146742 09:37:31
Time at End 15.00:56 09:30:39
Pre-Rinse Durtaion (Time) 00:03:14 000208
Holding Temperature (Average) 84C 3AW/C
Holding Pressure (Average) 261 mbar 174 mbar
Time at Start 15:.00:57 (09:30:40
Time at End 15:11:32 09:41:38
Durtaion (Time) 00:10:35 00:10:58
Wash Dasing Temperature 4095 C 4524 C
Dosing Volume 20130 ml 20053 ml
Holding Temperature (Average) 5744 C 5raC
Holding Pressure (Average) 248 mbar 185 mbar
Time at Start
Ultrasound Time at End
Durtaion (Time)
Time at Start 15:11:34 09:41:40
Time at End 15:14:24 09:44:36
Rinse Durtaion (Time) 00:02:50 00:02:56
Holding Temperature (Average) 5084 C 53000
Holding Pressure (Average) 256 mbar 187 mbar
Time at Start 15:14:25 00:44:37
Time at End 15.20:23 009:59:46
Thermal Durtaion (Time) 00:14:58 00:15.09
Disinfection Holding Temperature (Average) 9266 C aze0c
Holding Pressure (Average) 189 mbar 143 mbar
Holding Time 300s 3005




6.Product Realization (Production Standard) R
6.3 Validation System of Decontamination Equipment RN (\ ]
a7,

Thermometric Test (Small Lo;ﬁ'?

Aim:

To demonstrate that after the
air removal stage of the
sterilization cycle sterilizing
conditions are obtained within

the sterilizer chamber and test
pack

Reference from EN 285 2006+A1 2008
8.2.1.2,16.1

CFPP Part C 13208




6.Product Realization (Production Standard) K
6.3 Validation System of Decontamination Equipment "% C)&

Before Sterilization After Sterilization

% Change of weight after sterilization:

(7.384 —7.358) / 7.384 x 100% = 0.353%
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D. QMS for Reprocessing Reusable Medical Devices in Hoépﬁgl

Quality Management Systéem.,

7. Measurement, Analysis and Improvement
7.1Key Performance Indicator
7.2 Customer Satisfaction
7.3 Internal Audit
7.4 Monitoring and Measurement of Processes
7.5 Monitoring and Measurement of Product
7.6 Control of Non-conforming Products
7.7 Continuous Quality Improvement
7.7.1  Corrective Action
7.7.2 Preventive Action
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D. QMS for Reprocessing Reusable Medical Devices in Hos‘itggtgl

Quality Management System

 Feedback & Complaint

Report Mechanism of Nearly Missed

e Customer Care

Record
(i.e. complaints , customer |mmcsseitrerd s
Incident Cateqory:: Related To:. Code. Severity. Follow-Up by
feed baCk) 1. customer care- 5. environmental defect. | O= Direct Related OT.[ T14193P: | VL=Very low risk. |.
2. non-conforming product 6. 10D. N=Non-OT Related- | NA  L=Low risk. L ;
. . 3. fault of maching or equipment. 7. others. W=Wet Load NA: | M=Moderate risk. |- | Completed on:.
¢ Im med |ate ACtIOn 4. shortage of supply: ) Incident Event No. . H=High risk.
Event | Date: Incident Details: Action Taken. Cateqory| Recorded by:
* Follow-up .
BE 2015, Immediate Action:. 2
* Root Cause Analysis | Rot Case:
! ..
I Recommendation:
* Recommendation e
. Final Review:.
[ ) b
R eV | eW Follow-up:.
° Management meeting
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D. QMS for Reprocessing Reusable Medical Devices in Hoéi;ﬁgl

Nearly Missed Case ReportingSyster

* Establish since 2009

* Under “No Blame Culture”

* Report on Real Time

 Daily Report to supervisors & management

« Well-defined the Workflow of Report Mechanism

1. Nealy Missed Report Statistics (3-monthy)

MNaarly Missed Review Training (3-monthy all staff)

2
N 0 B LAM E O

MNearly Missed Management Revisw mesting.
(§-monthy-+ad-hoc)
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D. QMS for Reprocessing Reusable Medical Devices in Hoﬁyﬁgl

Nearly Missed Case Reporting:Systerh )

1.Channel of reporting

Customer Feedback Form

Email
communicate verbally

2. Risk Stratification

1. verylowrisk | = | Nearly Missed stopped before reach to end-user,

L Lowrisk 9 | Nearly Missed related to non-conformity

3, Moderaterisk =2 | Nearly Missed related to expensive instruments / potential complant

Belonged to group 3 & 4 should
be reported to Unit In-charge

verbally.

1: Very Low Risk
2. Low Risk

3. Moderate Risk
4. High Risk
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D. QMS for Reprocessing Reusable Medical Devices in Hoﬁ;ﬁ I

Nearly Missed Case Reportlng"ﬁystelﬁ /3

3. After | tigation - Writing Report Superyer
g 4 P Stratification ‘l'
TMH C55D Nearly Missed Case Record [Z2016)
Nearly Missed Case Category: Related To: Code Severi Follow-Up by
1. customer care 3. environmental defect | O= Direct Related T1802580 | WL =Very low risk v Mr. Lee
oT
2. non-conforming product 6. 10D M= Mon-OT Related A L=Low risk L _P_leiﬂd |
3. fault of machine or 7. others W= Wet Load NA M=Moderate nsk R_w
equipment
4. shortage of supply 8. fault of facility Case Mo. 20160206™T H=High risk
Event | Date . Case Details . . Action Taken Category| Recorded by
No. Topic Ny Immediate Action
2 03/02r20a6 | 20160206T- Stain was found in S42X Immediate Action: 2 Cherry \
WED ® CSSD Mr. Ken Yip (EO I} was informed.
Around 11:15, OT2 stated that some stain was The captioned set was returned to C35D for
found in Plastic Kidney dish 20cm and Plastic re-processing. Recorder
Kidney dish 25cm. Root cause:
Impure SteamM
® |t probably related to the impure ste
supply rather than human error. ROOt cause
® Similar phenomenon had happened befo
and impure steam supply might be the root
cause to facilitate the case.
Recommendation:
® Keeping the related records Torfeskkar i
Content | analysis. Recommendation
= ® Steam quality problem shall be feedback to
Plastic Kidney dish 25cm EMSD for investigation.
Follow Up:
Follow Up
Brown stain was found in Plastic Kidney
dish 20cm

~

w



D. QMS for Reprocessing Reusable Medical Devices in Hoﬁyﬁgl

Nearly Missed Case Reporting:Systerh /

. Reporting

* Verification by supervisor

* All Nearly Missed Case should be reported through
email within 48 hours. "z s o cxnonsx

T

TR Py e ememe A

. Recording
Database for recording

| @y|= TMH CSSD Nearly Missed Case Record 2016 : E# & (Access 2007 - 2010) - Microsoft Access (=l

Er
&=

o «|| 3 2016.1MH CsSD Nearly Missed Case Record x
o Auto No. vl CazlNo. » OTCaxCode » Date - Category  »  SetTemple » I[emSetlD « Set Name - Matter v | WetLoad + Bmoken - | SteamProblem - TMEC »  Receiver
6 201601267 W 220142016 7 ofhers TMHMI0006  »1 # IMPLANT]E F. TUBULAR 2 Two Implant Sets without Hang Label for Identification =] ] =] 0w
A 98 201601287 W 230142016 3 fault of machine /A Wik Seanner, Barcode, Cordless Sca Electronie Comdless Barcode Scanner was Left in Steam Stexilizer B ] B Wik
B 2016 Name List 72 INGI0IT N 34016 5 environmental de 17A ik Nm Ain Tnsectwas found in perking area 0 @] @] O
1 2016 TMH CSSD Nearly M 143 MIGA1ST WA L4016 5 environmental de /A Wi A Spider was found in Packing Area 0 @] O Y
= e 159 201605037 Wk O6D52016 1 customer care S09K 09K m TRAVENOUS CUT-DOWN Blade was Found in S09% a ] a [T/
Bl 2016 WetLoad Record 172 201605167 TIGL1ZP 17052016 Lousbomercare »1 21 »1 Pre-packed instnoment was interchaneed with on loan instroment g [l 8 O s
= ster 173 201605171 TI6114P 8052016 Lowstomercare NI i Hi The lock of TMEC dertel tray was found opened &} | O oy
erizer 175 201605197 W 1852016 Lewstomercare > sl s1 TMEC tiscking sets were secidentilly “Stetde Store check ” ] &} =] Wik
¥ 195 20160530 W/ 31052016 1cvstomer care W/ W i Tsed suture needle was found hainging on washer cartin packing (=) ] 8 O wa
221 20160625T T16140F 17/06/2016 7 others TMHT20111 TMHT20111.04 CUSA INSTRUMENT Obsoleted Barcode Label without Disposal (=] =} (=] (=] Nk
323 201606287 W 170062016 7 others SI7X SITX Suture Set(Revised) Weedle without Disposa] before delivering to CSSD =] o =] O wa
233 20160638T W 4062016 5 environumentsl de /A Wik Wik Dead body of Cockmach was Found in Sterilization Area B ] B 0w
235 W0IE0G40T  TIGL490 464016 7 others TEC TADOID  TEC TAOOLD.3 INFINITI PHACOEMULSIFIC Non TMEC item vos found in TMEC Tracking Set O @] 0 O
236 201606417 wa 2062016 2 non-conforming S174 SI7H Suture SetRevised) Dirtwas found on 2 Forceps ] ] S
U7 2NE04T Wk 05072016 5 envionmental de WA i i A Spider was found in pocking area 0 @] S
251 201607087 W 07072016 2 non-conforming TMHLSO0D1  TMELSODI31L Thermometex Insortect BOM of instrument was found during second inspectior [ 0 0 [
200 201606471 WA 22072016 5 envixonmental de /A Wik i Cockoach was Found in Paniry 0 ] O 0w
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D. QMS for Reprocessing Reusable Medical Devices in Hoﬁ%tgl

Nearly Missed Case ReportingSysterh /

6. Follow Up(FU) Action

Nearly Missed Case Reporting System

a) Training
Quarterly Review Session with Packers

b) All outstanding FU should be recorded in weekly
report in order to alert responsible staff to follow

up.

c) Management Review

Management Review Meeting

aaaaaaaaa

SRR EEE
HEHEHHE
A

oooooooo

mmmmmmmm

uuuuuuuuu
eeeeeeeee
rrrrrrrrr

nnnnnnnnn
nnnnnnnnn

zzzzzzzzz
zzzzzzzzz

aaaaaaaa

€ Members: All supervisors & management of CSSD

& Frequency: Every 3 months

zzzzzzzzz
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/. Measurement, Analysis and Improvement BEIN

-7.1 Key Performance Indicator w%

v' Indicator for Management Review & Audit Pttt of et ez e
No KPI Detail »

Reprocessed fast tracked instrument
service requested

Overtime record

Finished good issue (except tracking
set)

No of reprocessed fast tracked
instrument and compliance rate

No of overtime and people

Quantity

9000

8000

7000

6000

M2 2013 2014

Reprocessed Instrument
Set
( Nov 2015- April 2016)

—+—Qtyin
Washing

~#-Qtyin
Packing

Qtyin
Sterilization

Nov-15 Dec-15 Jan-16 Feb-16 Mar-16 Apr-16
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[ ] %’;@ L. !
Key Performance Indicator(KPl) ¢/

TMHCSSD Reprocessed Fast Tracked Instrument
Service Requested
(Jan - June 2016)

j /

8 / \ - —--0T2
. [N/
“ NS
2 . ’ _\\Df | \

Jan-16 Feb-16 Mar-16 Apr-16 May-16 Jun-16

Month




Fa

1»%%\.
Content N

g %
O"c‘*rf@

Introduction of Central Sterile Supplies Department
Hong Kong Experience of Hospital Accreditation
Sterilization Service Revolution in Tuen Mun Hospital

Quality Management System for Reprocessing Reusable
Medical Devices in Hospital

Improvement in Corporate Level
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E. Improvement in Corporate Level sy

Q,\

Improvement in Corporate Level

1. Task Force on Sterilization Standard of
Operating Theatre
+ Setting up Governance structure
+ Development of Tracking and Tracing System
+ Demarcation for Dirty and Clean Area
+ Development of Guidelines on Sterilization
2.Service Advisory Group (Sterile Supply Service)
under nursing profession
+ Development of operation standard in
sterilization practice
+ Provision of advisory role whenever required
3. Phase out linen wrapper by disposable one
meeting 1ISO 11607
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E. Improvement in Corporate Level

Corporate Level

4. Guidelines Development

* Meet with
International standard
of practice

* Guide against
construction
requirement of CSSD

* Guide against the
Quality management
system in the
reprocessing center

&

"‘1.&
.
b -
r":z@ i
: - - Document No. | HAHO-COM-GL-TF5-001-v02.1
q'p Hospital Authonty Head Office lssue Date | 24/042015
Review Date | 3000472017
BEEER Guidelines on Disinfection and Stenlizafion of Reusable Medical
HOSPITAL Devices for Operating Thestre Page lofde

Guidelines on Disinfection and Sterilization of Reusable
Medical Devices for Operating Theatre

Version

Effective Date

2.1

01/05/2015

Document Number

HAHO-COM-GL-TFS-001-v02.1

Author Members, Working Group on Disinfection &
Sterilization of Surgical Instrument (WGS)
Custodian Secretary, Working Group on Disinfection &

Sterilization of Surgical Instrument

Approved/ Endorsed By

Task Force on Stenlization Standard of Operating

Theatre (TFS)

Approval Date

17/04/2015

Distribution List ATCCES, HCEs, COSs, GM(N)s, GM(AS)s, HA ICN,

HA ICOs, and those involved in the Disinfection &

Sterilization of Surgical Instrument

sion. Please refer to the electronic varsion for confirmatien if in '080




E. Improvement in Corporate Level

Corporate Level

5. Development of Corporate

Surgical Instrument Tracking System (SITs) and RoTI out to 22
HA hospitals

Item Set Count Sheet |||I I”
Set ID: POH.T00001.02 (Version No: 1)
Set Name:

()
qp Surgicall Instrument; Tijacking) system,

Print Date: 2014-04-08 15:49:34

Legacy Set ID: XD0O2

Surgical Instrument Tracking - Login Page

User Name: ok )

Password: L Help )
o Change
Domain: CORP = =

- Ifyou encounter
K 10X330M T Forurgent su
AGSDE0A ABS0504 = ASSDS0A+A

T RO POH.T00001.02 POH.C.SG.7.A1

X002
EXTRA SURG LAP. SET (CHOLECYSTECTOMY)

et No.: 4 Max: 99999 Count:2
Exp Date: 2015-03-31 No. of Instrument: 23

T ABB310AMB0001AME0
101A

POTISR/FMOTIRFOD
51R

2 CHECE CAP

CATORMETAL CLIF ‘MEDIUM

SCREW X 2
ML EL314

OR.FDS LIGACLIP, MEDIUM X 2 CHECE CAP

-

ELECTRODESPATULATEDL LAP. MG

CK PROTECTIVE CAP

-

AGS020AAG0000AAE0 )
101A

11MMOLYMPUS

-

REDUCER,LOMNG, SMM,WCAP ASS10
(8.0.2)

-

REDUCER.,:

PLASTIC KIDNEY DISH 20CM, BOTTOM
WITH HOLES

-

Photo of Set

Page 1of 2
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Conclusion ™=, %

Sy \ f?‘;
*To ensure the reprocessing/production
process of medical devices meeting the

best practice.

* Monitoring the effectiveness of the
sterilization procedure to prevent cross

infection
- Quality Management System
- Environmental Control £ o0
- Process ; @@E@ %
- i N A
Staff education | ®®% ®@

* Ensure patient and staff safety f%K * "fh

With collaborated effort !

82



Mr. LAW Tat Hong Samuel

Cluster Operations Manager

CSSD Tuen Mun Hospital, CSSD Pok Oi Hospital, CSSD Tin Shui Wai Hospital
New Territories West Cluster, Hong Kong

Email: lawth@ha.org.hk

Tel: (852)-24685315

i

T ﬁcm.é you for your attention




