APSIC CSSD Center of Excellence

Award Winner: Tales of the two city

PR UTeNUEAT

T3aNENUNARINEY ANUNNITUNNET NTUNWNUIUAS



CSSD Center of Excellence aAaazls

AutiAuLiwAA (COE)  iflunuanu
YAIAUNAILATUNNINIUTINALY Led

NIATFIUNIT / wuIn1e (AAMI ST79)

a Q/Qddal

LL@vﬂ’]ﬁ‘ﬂ{]‘u 19 mmmlumwﬁmwma
Faredeuaznsin U AanniTe

I Y Aa
NAUNINLAL lHFNS



http://www.aami.org/

APSIC palas

. Asia Pacific Society of Infection Control

Lﬂmmmmmumj‘mmLSﬁ@LLmL@LGﬁﬂLL‘JJ APSIC)

resetuliug 1998 LL@v@ﬂﬂﬂ‘iu”}u’me fenanafidmuiie
ﬂ’]’]ﬁJﬂ’]Q‘M‘LA’W]’Nﬂ”]?ﬂ')‘LI@Nﬂ’]ﬁ‘mﬂlfﬁ‘ﬂ lunnsaansAniTe
TUIRNENLA RARINLATAILANIIARLTR N fqﬂ’ﬁ%ﬂ LAY

1U511/99 nagwin1sguaineeilas

ASIA PACIFIC SOCIETY OF
INFECTION CONTROL



Ingiszasnvasllsunsy

dll | =Y o | v
1. INRANLATH ZQUUZQHMQMI]’]W?J@\‘] NUIENIUATU NIT
0 T o & A
NINE LT LL@ZﬂWﬁ‘%ﬂIﬁﬂ?ﬂﬂ@ﬂﬂLsﬁ@

~ A ~ Y v = o
2. iveuanUABWEEUT NN1ATFIN ANNELTATIEY UINN
WLz uLN9N lidsAanLTe

a A

3. inaliinnasla gufimulumioasiunigyinl

Ug1AanniTa






LININNNTNFIN L LN TN

1. AUUNBTNAIN L‘]JEIuﬂ@u 30 Wﬁ]‘jﬁbﬂf]m\l 2014

2. dnsaunsdsygn eusdenisiiantulag APSIC
3. UssidunanuasasdaNani13lsziiu il APSIC
4. ADEHIELINTNEYANN APSIC ;1gaatlaziiu CSSD
NazHnudnIaLgavne
9/Qi Yo o/
5. dszniANaEN 1ATLIN9TA



FHUTNUTINIMTFIU COE: INUFTINAENS

] a o 49]/ o v 491/ dld
1. A9NALNITLINT N1INA8Ea lALaLN1IN1 LA nLTan s
ADANN
=\ I ol/ Qi = a o
2. HAouyasiunaglunisAnuaznIsiAas
v < ¥ o | = o
3. Tununauilugun lunsdatvaalaraiuau
AuAINFLAUUNegNU CSSD B
4 numAmnnsaunisisziiunuies APSIC waz AAMI ST79:
2010 / A3: 2012

(ANaNAsaLAguNIsin L AAnEma LAz N sl sziuA NN lLN9UEN 19410 IN)



nraun1ssznueues APSIC waz AAMI ST79: 2010

Module 1: Handling, Collection and Transport of

Modu
Modu
Modu

Modu
Modu
Modu
Modu
Modu

Contaminated Instruments
e 2: Cleaning and other Decontamination Processes

e 3: Instrument Inspection and Packaging

e 4 A: Steam Sterilization and Low Temperature
Sterilization Technology

e 4 B: Sterility Assurance in Health Care Facilities

e 5: Sterile Storage and Distribution

e 6: Documentation

e 7: Facility Design

e 8: Personnel Considerations
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APSIC CSSD Center of Excellence Program Audit Standards

(A) Handling, Collection and Transport of Contaminated Instruments

Item reviewed Reference
(AAMI AORN_IS0)
1 | Reusable items separated from waste at point of use ST79, section 6.2
2 | Contamunated disposable items are discarded appropnately ST79, section 6.2
(mncluding sharps) AQRN BP: Care of
Instruments, Rec. V
3 | Gross soil is removed from instruments at point of use if immediate | ST79, section 6.3
transportation not possible AORN RP: Care of
Instruments, Fec. [V
4 | Seiled items should be kept moist (moist towel, enzyme foam or ST79, section 6.4
spray product) AQFN RP: Care of
Instruments, Rec.
Vi
5 | Secured, dedicated comtainers are provided for soiled instriuments ST79, section 6.4
and during transportation AQEN RP: Care of
Instruments, Fec. VI
6 | Use of puncture resistant. leak-proof containers for soiled items ST79, section 6.4
AOFRN BP: Care of
Instruments, Rec. VI
7 | Transportation of soiled mstruments avoids high (public) traffic ST79, section 6.5.2
areas
8§ | Transportation carts should be covered and should prevent items 5T79, section 6.5.3
from falling over or off AQEN RP: Care of
Instruments, Rec. VI
9 | Dedicated elevators (or lifts) with direct access to decontamination | ST79, section 6.5.5
ared.
10 | Policy and procedure in place for transportation of contaminated ST79. section 6.5.6
items between buildings, if applicable

4

APSIC CSSD Center of Excellence Program Audit Standards

(B) Cleaning and Decontamination Processes

Item reviewed Reference
(AAMI AORN, I50)
1 | Wntter policies and procedures in place for all cleaning and ST79, section 7.2.1
decontamination processes. AORMNEP: Care of
Instruments, Ree. X230
2 | Instrumentation 15 dizassembled (according te manufactarer’s ST79, section 7.4.1
inshuctions) to expose all swfaces for cleaning AORMNEP: Care of
Instruments, Bec. I
3 | Rizid container systems dizassembled according to manufacturer ST79, section 7.4.2
inshuctions (filters, valves and intenior baskets ) AORN EP: Packaging
Systems. Rec. VL4
4 | Cleaning agents are used according to manufacturer’s mstructions ST79, section 7.5.2
(dilution and temperature, ete.) AQORMN EP: Care of
Instruments, Ree. T
5 | Appropriate manual and mechameal cleamng methods are used ST79, section 7.5.3.1
according to manufacturer’s instructions and IFU”s are aceessible to and 7533
decontammnation staff AORN EP: Care of
Instruments, Ree. X
6 | Appropnate personal protective equipment (PPE) are used ST79, section 7.6.1
7 | Appropnate brushes'cleamng implements designed for use on ST79, section 7.3.3.2
medical devices are used. IS0 15883
8 | Brushes/cleaning implements are either disposable or if renszble, are | ST79, section 7.5.3.2
decontamunated at least daly.
9 | Momtoring of mechanical cleanmg equipment should be done upon ST79, section 10.2
installation and then weekly (preferably daily) and recorded IS0 15883, Section
6.1.6
10 | Appropriate manual and mechameal nnsng metheds are understoed | ST79, section 7.5.4 and
and are done according to manufactwer’s instructions. 756
AQRN EP: Care of
Instruments, Rec.
11 | Cleaning Agent (Enzymatic cleaner) should be compatible wath the ST79, section 7.5.2
medical device to be cleaned.
12 | Chemucal for dimnfectants and termmal stenbization are used ST79, section 7.6.2 and
according to manufacturer’s instructions 763
13 | Ultrasome cleaner solution 15 changed at least daily or soonerif ST79, section 7.5.3.3
needed.
14 | Preventive mamtenance and QU 1s done according te IFUT for ST79, section 7.5.3.3
ultrasonic cleaner
15 | Final nnse m washer disinfector 15 done with treated water ST79, section 7.5.4
{deronizad, distilled, or RO water)
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APSIC CS5D Center of Excellence Program Andit Standards

(C) Instrumentation Inspection, Preparaton & Packaging

Item reviewed Reference
(AANT AORN, 1500
Instrument inspection
1 | Ensure instnaments are cleaned and dried before packasing. 5T79, sactiom 2.4.3
ST79, section £.4.1
1 | Inspect mstruments for flaws or damaze. Check for nust, pating, 5I79, section 2.4.3
corrosion, burrs, nicks, cracks, chipping of plated surfaces. Lizhted
maenifying glass available for instroment inspection
3 | Cleaning verification by nsers should inchids wismal inspection 5T79.D1
cambimed with other vertfication methods (ATP, protein residue, stc)
that allow assessment of instument amfaces and channal
E) = that ST, secion 543
-Cuting edees are sharp;
-Mowing parts move frealy, without sticking.
-Instrumenss naading r=pair are taken out of service for repair or
replacemesnt.
5 | Fallow IFLJ for instraments requinnz lobricaton after cleanimg or 5T79, saction 7.5.4
priar to sterlization.
Preparafion and Assembly:
6 | Dielicate'sharp insouments are protected while being handled: 5T79, section 5.4.2
aszsemhled for sterilivation. (L wse gpecial halders, tp suards, ar
foam siaever).
-Tip protectors should be sterilant-pemmeable.
T | Instruments that open (e £ scissors, bemostats) are held in unlocked, | ST79, section 8.4.4
OpEN BOSHInS.
T | hiulf-part metruments are disassamhled poor to stenfiztion, ensurmg | 5109, samon 543
all parts are easily accessed for asephic assembly.
% | Lumensd devices: ST79, section 3.3.8
-Femone styletsplugs, such as catheters, neadles, mbings
10 | Conplex mstruments (=g, air-powered, endoscopes, having imens or | 5T79, secdon 844
channgls) ares prepared accardmes to written IFLT from dewice moff.
1T | Foo-Iming absorbent materal may e placed in trays to belp facliae | 5177, sedion 5571
drying. Tray liners or other absarbent materials may be nsed to
alleviate drying problems.
TT | Basins: ST, secion 535
« Gratuated basins should differ in diameter by ons inch.
+ Usenon-linfing absorbent material hetween nasted basins.
+ _ Wiapped basin sets should ot exceed 3 Eg (7 Ths)
13 | Rigad containst sets with instruments do not excesd 11ke (25 Ths). 5T79, sactiom 4.2
AQBN FE- Packaging
Syatems, Rec. T4
Faclogine:
14 | Packamng materal: are beld for af Teast T hrs priar to use at room 5178, sacion 531
fem ‘31"E‘ -24°C) and at a relative bumidity manging from 30-50%5.
[This is needad to parmit steam shertiation ad provent

H

T TR

APEIC CS5D Center of Excellence Program Andit Standards

ﬂ
(D) Sterilization and Monitoring
Ttem reviewed Feference
[AAMT AOEN, I50)
Follow Manufacturers’ Guidelines:
T | Sedbzer Mamsfacurers" written instroctions for cycle pammeters are S0, sedon 56T
available 150 17565-2, Saction 1
2 | Bipzd Contamner Manufachmers” instroctions for cyele parametsrs are 5T79, Infro, page 2
followed
3 | Medical Dewice Mamufacturers' written instmactions for sterilization ST79, secton 7.12
ovele parametars are available'accessible for items to be sterlized. AOQFN BP- Stenilization,
inchnding Loamer ssts Rec IWal
TLoadmg fhe Sterilizer: [Foldow sierizer Wi Wiien eoichoms) 510, secdom 5.3
4 | Group together similar items requiring same cycle parameters. ST79, sacton £.5.1
5| Sredlbzer Cart ST79, sadon 5T
-Allow space betwesn padks
Do not overload
“Packazes should ot touch chamber walls
& [ Mrxed Loads - Place metal ifens on the badmz cart below techiles and. | 5T79, sadion 351
paper-plastic pouches (to prevent condensate from drivpins oofo lower
packs).
T | Solid-bottom pans, bowls, and Tays are filt=d oo edze and omented in the | 5179, samion 551
same dErection
B | Paper-plastic ponches — Use basksts fo facisate placns pouches oo S5T79, sectomn .52
edee
9 | Fizd Containers: Stacking could interfare with air evacuation; follow STT9, secton 8.5.5
container Mannfacnirers Ismactions.
Tnleading the Sterlizer:
10 | Crpen sterilizer door properly. ST79, sacton £.8.1
- Dipor muxy be openad slightly af the end of the cycle (for some time)
ool to removins the load
11 | Load contents: There should be no wisible siens of Tiquid, or water ST79, section 5.8.1
droplets. (Wt ftems are considered contaminated even if not touched )
TI [ Stenfzed tems remaim an the cart to cool for a mirdrmm of 50 narmrtes, | 5T79, samon 55T
and are not touched durine the cooling process.
13 | Place cart m a low traffic area without proximity to air-condiioninzar | 5T79, secton £.8.1
cold-air vents.
14 | Immediate Use “Flash™ Irems: Are used immediataly and not stored for | 5T79, seton 883, and
later use. (Assume condensate will be present ) B85S
AQFN B Stenlization,
Bec IV£1 and Bac.
IVal
Physical monitors, Chemical indicators, Biological indicators:
15 | Vedfy parameters of the cycle have heen met by reviewing oycle ST79, sacdon [0.51
primtout tapes. Cincle nuindnmm tenmeranme and exgspams e

5
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supplies.

APSIC €SSD Center of Excellence Program Andit Standards » e 3IC CS5D Center of Excellence Program Andit Standards N
®
—
inital'sien, and date L .
16 | Bowse-Dick Tesinz &= done Gaily I pre-vaci steriizers before it | ST79, sechion 10761 (E) Sterile Storage and Distribution
processed load. S5T79, secmon 10.7.6.4
Process Bowie-Dick at 132°-134%C for 3.5 to 4 mimates. One pack per IS0 11140-5, Section
load in an empity chamber. Fecord resulis. 621 Ttem reviewed Feference
[AAMT AR, 150
STERILF STORAGE:
1 | Wiitten Policies and Procedures are available for storage. handling, rotation, | ST78. section 8.9.2
T7 | Excermal proces: indicators (mAicaier tape, [hels) ar= s 1o ST70, section 105231 and labeling of sterile packs. _ : : _
hospital-sterilized packages and containers. 1 | Traffic in the stenle sioraze arsa is confrolled to lont access w stenle mems. | STTY, secmon 8.9.3
1% | Internal chermical mdscator(s) [Class 4.5,6) are placed mside every ST79, section 105222 3 [ Ourside shipping conminers and comgated cartons ar= ot usad as ST7%, section B97
packape in the most challenzing location for sterflant to reach. (Referto | AQFN BP- Packaging COnimineTs m sterile sormgs arss.
Rigd Comfainer M. Instrortions for CI placement). Systems, Rec. I, I 5 4 | Storaze area temperarure is penerally = 34°C and Relative Hupndity should | ST7R, section §.9.2
T30 111401, Section 4 e ——T
10 | Implanr Loads: Moziter with a BI PCD contiming a Class 5 Intesmating E% secon :g-g-l 5| Sterile items are stored at least 20-25cm (5-107) above the Hoar, af least TT70, section 897
Tenplants should be quurantined until Bl resuls e bmovn esceptin. | AGRNED: 43amn (187 below the ceiling or sprinkler heads. and at lesst Scm (1) from
mgenwmnmns - mUEliE “i]_i'
Seerilimtion, Fec IVA ¢ | Shelang and storage carts have a physacal bamer between the botiom shell | 5170, sechon 892
70 | IS5 (Flush) Load- momitorng wif Class 3 CL showd be paced mthe | 5170, secton 1053 _ | amd the floor. __ i i
‘most dufficult i sterilize pertion T | Medical Surgical items, mcl dgzid containers, are not stored nest to of mnder | 5T79, secton 893
21 | Fousine stenlizer efficacy testing with 2 BLPCD & dooe dady (i ST79, secdom 10.5.3.2, siks, umder expased water'sewer pipes, ar in any location where they may
sterilizer run dailyl: 1007.22, 10.7.4.2, and becoms wet.
Piace BI PCD in first load of items to be sterilizad, 10.7.3.2 8 | Supples are stored only oo desiznated shelving, counters, and carts (poton. | ST70, section 897
TUse commercially available FOA-cleared BI PCT or AAMT 16-towel IS0 111381 windowsills, floars, &)
E%estnc T and Faoaiic: & | When sacking container systems, ensure they are firmly stacked on one S5T79, secmon 892
T | Stean: daily (each day the sterlizes 1= ws=d) TT70, seton 10703 m Ty
23 [ Ga stenlization (ez, EQ, Ho0.): BI should be nsed ¢ load ST79, section 10.7.2.3 - — - - ~ -
e L T == T0 | Supplies are distituted on a Farst I First Ot (FIFO) bsis ST70, section 101
24 | For steriization process fathures whers the :a'use:sn.o‘rmmdmd'i 5T79, saction 10.7.5.1 11| Packamng 1= inspected visually for imfegmity, and labelms, preor to nsms 3179, sernon 8 101
identifiable, and after majar steam of sterdlizer nm 3 and 1081 s,
cyeles with a BI PCD followed fry 3 empey cycles with a Bowie-Tiick 12 | Trnspert carts should have a physical barmisr hetween the bortom shelf and | ST79, section 8.10.2
test if prevacum sterlizer. the flosar,
- a‘erihnr\.[amtmm T T o -Feusable covers should be cleaned affer each use
o E0LZeT IAm STAners are mspedied dadly a=hms. /2, SO0 1 . - 3 3 : 7035 5
S5 oo Samal A e e o e T om0 3 13 | Carts are decopfanmrated dried before reused for ransportmg stenle ST79, section 8.10.2




nsaunisdsziiumiiias APSIC

waz AAMI ST79: 2010

APSIC CS5D Center of Excellence Program Audit Standards

(F) Documentation

s

Item reviewed

Feference
(AAMI AORN, I50)

EQUIPAMENT & CYCLE DOCTMENTATION:

Documentation for each mechanical washer 15 mamtamed: Montor and
venfv cleamng processes {e.z. dimtal readouts. and cyele pnntouts)

ST79, zecrion 10.2

Documentation for each stenlizer 15 maintained. and mmchides results from
each load (e gz memitoring results; sterilizer repair records)

STT9, section 9.7 and
10.3.2

AOQERMN RP:

Stenlization, Fec.

Wel-TVed
Record for each cvele: 5T79, section 10.3.2
*Lot rumber; AORN EP:

¥Load contents;

*Exposure fime temp; *MName'mittals of stenhizer operator;

*#Re=ults of Bl testing, 1f applicable;

*Results of Bowie-Dhck testing, 1f applicable;

*¥Results of Cls 1 test packs; reports of non-conclusive or non-responsve
CI: found m the load

Stenlization, Bec. IV

For each cvele pontout tape:

¥Vertfy evele start was mmtated

*Ensure cycle selected was appropriate for load contents
*Venfy comect Tome & Temp. was met

*Ensure there were no cvele aborts or warmimgs

ST79, sechion 10.5.1
AQFN EEP:
Stenlization, Rec.
Vel

An mstrument tracking system or other type of computer system 15 used.

FRODUCT RECALLS:

*Policies & Procedures are clear and concise

*Records are mantamed

* Lot control labels are used, to include: Stenlizer I, lot mumber,
sterilizafion date, expiration date, name of pack and imals.

ST79, section 10.11.1
AORN RP:
Stenilization, Rec. XVL
VLd

(G) Facility Design

Item reviewed

Reference
(AAML AORN, IS0)

1 [ All mstumentation reprocessmg 15 centralized ST79, sechon 3.1
2 | If centralized reprocessing 1s not possible, consistent pelicies and procedwres | ST79, section 3.1
between locations are in place.
3 CS35D department size is appropriately designed with regard to anticipated 5T79, section 3.2.2.1
volums
4 | Decontamination area facihitates proper workflow and prevades adequate 5T79, sechon 3.3.7.1
space for necessary equipment
5 | Decontamination area has space dedicated to donnmg and remonal of PPE. ST79, sechon 4.5.2
6 | Decontamination sink 15 of adequate size and has three compartments {for ST79, sechon 3.3.7.1
soakmg, cleaning and ninsing)
7 | Handwashing sinkshand hygiene facilifies are appropriately located in 5T79, secton 3.3 6.8
departoent AOQOEN RP: Care of
Instruments, Rec. VI
§ | Emergency evewash stations (required by OSHA) located wathin 10 seconds | 5T79, section 3.3.8
travel time of all chemical usage locations, with 2 continuons flush for at 5T79,3.3.7.1, AORN
least 15 minutes. E g, Decontamination area. RF: Care of
Instruments, Rec. VI
9 | Furctional workflow pattern: clear distinetion (12 physical wall) between ST79, section 3.2.3
dorty and clean AORN RP: Care of
Insthuments. Rec. VII
10 | Functional workflow pattern: pass—through windew available to aveid ST79, sechon 3.3.7.1
ballways, and 15 not propped open
11 | Temperature and bumidity menitoning contrels in decontamination and clean | $T79, section 3.3.6.5
areas and 3.3.6.6
12 | Temperature and bumadity mondtoning is recorded danly ST79, sechon 3.3.6.5
and 3.3.6.6
13 | Appropriate traffic control. Written policy and procedure in place for ST79, sechon 3.2.4
authonzed entry and movement and attire.
14 | Floors and walls are constmcted from matenials that can withstand frequent | ST79, sechion 3.3 6.1
cleaning
15 | Ceilings ave flush surfaces and not of materials that are of a particulate or ST79, sechon 3.3.6.2
fiber-shedding compesition.
16 | Doors close freely and do not have thresholds. ST79, sechon 3.3.6.4
AOQRN FP: Care of
Inshuments. Rec. VI
17 | Appropriate positive (clean areas) and negative (soiled areas) pressure 5T79, section 3.3.6.4
ventilzhon systems in place AQEN RP: Care of
Instuments, Rec. VILe
18 | Appropriate air- change in decontanunztion and storage area 5T79 section 3.3.64
18 | Lizhiing adequate for all work areas ST79, section 3.3.6.7
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(H) Considerations

L)

of Excellence Program Audit Checklist

8. Personnel Considerations

“aigem reviewed

AR B

BFRET

Item reviewed

Reference
{AAMI ADRN, IS0}

CS supervizory personnel meet minimmm recommended quahficatons

5T79. section 4.2.1

C5 supervisory personnel maintam competency and participate in departmental
continung education

5T79. sechon 4.2.1

C5 techmcians meet munmmum recommended qualifications

5T79, section 4.2.2

All new C5 personnel recerve imtal and comprebensrre facility and department
orlentation

5T79. sechon 4.3.1

All C5 personnel recerve a mimimum annual traimng on department policies
and procedures All TS personnel demonstrate competency amnually.

ST79, section 4.3.1

Written policy on personal hygiene.

5T79, sechon 4.4

Written policy and adherence to appropriate CS personnel athire.

5T79. section 4.5.1

Written policy and adherence to appropriate FPE in decontammnation area.

5T79. section 4.5.2

Wnitten policy and schedule for housekeeping

5T79. sechon 3.4

10

Written policy and schedule for mstrument and sterihzer machine mamtenance

5T79, section 9.5

11

Products used for any/all stages m reprocessing (cleaming, disinfection,
sterihization) must be approved by the commmttes responsible for product
selaction, by an individual with reprocessing expertize and by an individual
with mfection prevention and control expertise

ASEAN Guidehne,
Page 36, sechon B

Practiced
Yes/No,

N/A

Comments

Reference (AAMI,
AORN)

rvisory personnel
1imum recommended
tions

NEs

ST79, section 4.2.1

rvisory personnel
competency and
te in departmental
1g education

MES

ST79, section 4.2.1

licians meet minimum
:nded qualifications

B

ST79, section 4.2.2

CS personnel receive
d comprehensive

nd department

.

MBS

ST79, section 4.3.1

ersonnel receive a

n annual training on
:nt policies and

es All CS personnel
rate competency

)

ST79, section 4.3.1

policy on personal

Nes

ST79, section 4.4

policy and adherence
priate CS personnel

1)

ST79, section 4.5.1

nolicy and adherence
nriate PPE in
nination area.

B

ST79, section 4.5.2

standard
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e sterilization mandatory audit
checklist 35 %2

e sterilization standards checklist 86 aa
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