Dear Kim Huynh,

Thank you for participating in the Residential Care Audit last week.

Please take the following action as soon as possible, and submit your updated report by 10th
February 2009

Please:
1. Open the Excel file sent to you after the audit (attached).

2. Open that file, and note in Column D those audit questions that had a “No” response (that is
you were found to be non-compliant on that item)

3. Beside the comment field (the auditors’ comments, if any), enter in column H YOUR comments
on your plan and timeline to achieve compliance, or the impediments to achieving compliance
(e.g. “work is ongoing to improve procedure documents, will be in place by June, 2009%, or
“cannot implement without $50,000 capital, request has been submitted”)

4. Incolumn I, indicate the anticipated cost of achieving compliance, and indicate whether that
would be capital or operating. (e.g. $80,000 / year operating). You may need to engage
colleagues in estimating costs, for example Facilities Planning to assist in estimating renovation
costs.

5. Save and submit your updated excel file to reprocessing@vch.ca by 10th February 2009

6. Maintain pursuit of compliance on each “No” item; discuss them with your supervisor, and as
you achieve compliance, change the relevant “No” to “Yes” on the spreadsheet, and email the
updated sheet to reprocessing@uych.ca , indicating in the email body the updated item (e.g.
“4.b.7 is now resolved”) You may also wish to highlight the updated row in the spreadsheet with
a different colour, which would be ideal.

Should you have any questions on this request, please contact me, at reprocessing@vch.ca, in the
Reprocessing Practices Improvement Project, or by phone at 604-875-4111 local 66514.

Thank you

Janet Bristeir, RN, CCHRA(C)

Quality Coordinator Tissue Banking.

Regional Reprocessing Practice & Quality Coordinator.
Tel: 604-875-4111 Local: 66514

Celi: 604-314-8173

Fax: 604-875-5123

janet.bristeir@vch.ca

This email message and any attachments thereto are intended solely for the use of the individual or entity to whom it is
addressed and contains information that is confidential and may be privileged and exempt from disclosure. If you received
this email in error, please notify the sender immediately by return email and delete the message unread without making any
copies.

Thank You
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1. SINGLE-USE ITEMS

AUDIT CHECKLIST FOR REPROCESSING
CRITICAL AND SEMICRITICAL MEDICAL DEVICES

{ASDA: TVancouver Community
Sector: Residential Care
Faclitty/Grouping: _|Lakeview Care Centre
Program: Confract
Date: 22/01/2008

_>E_8q 1 Rita Steeple
Auditor 2: Vicky Dabbs
Participants: _.x.,_._.. Huynh

an approved 9_3 um_.e _.m_uaommmoa

INHE R FNT RISK

TOTAL

L URE

‘ﬂmam:mmm of ﬂoq_._.c__m:nm

[Z_ REUSABLE ITEMS

2.1

ATl critical and semi-criucal reusapie
reprocessed between patients,

INFIE L N 65K

TOTAL

oL URE

Percentage of Oo_ﬂbrmsom

that puncture the skin or mucous _._._m_._._c_m:cw. enter the <mmn..__E

INHE [KENT RIBK

COMRUNTS

systern or 2 sterile cavity, devices through which a sterile fluid flows, NO High
3.1 or 8:803 a ms_.__m area.
Ve 85 8 MINMUm chemical of
Bmasm_ high _mcw_ disinfection ie. that touch mucous membranes or
intact skin (e.g., gastrointestinal endoscopes, endotracheal tubes, NO High
anesthesia breathing circuits, and respiratery therapy equipment) or
3.2 non intact skin.
0 2 0
0/2
1]

4. GENERAL INFELIEE NT RISK
Appropriate personal protective equipment (PPE) is wom when .
handling/cleaning/reprocessing contaminated devices (e.g. gloves, NO High

4.1 mask, prolective aye wear and/or face shield and waterproof gown).

3.2 |Rand hygiene salions are avaiable. NO High
%5 |5 have been raned i Fand Tygiens TechARUES. S Figh
4.4 pe an iene & appropn mes. YES High
35 |Solled equipment is reprocessed. NO High




There is a Oesighated reprocessmy area hal (s separates o

4.6 distinct areas that ensure one-way work flow. NO High
4.7 devices are sent to a designated reprocessing area. N/A High
Conlaminated medical Gevices Tansportea witin a raciity are
appropriately prepared and transported (e.g. gross debris removed), "
placed in a covered container, in a manner that minimizes N/A High
contamination of the anvironment and personnel.
n facliities are labeled )
4.9 |and transported appropriately. N/A High
There are curment wittlen policies and ProceduUres 107 all aspecss of
reprocassing based on current recognized standards and validated NO Med
410 [manufacturer's instructions.
eprocessing policies ures are readily accessi r
411 |staft NO Med
eprocessing policies and p ures are cally reviewed
4.12 [and updated when necessary. NO Med
There are current writlen valdaied mstructions rrom the
manufacturer regarding the safe and appropriate reprocessing of NO High
4.13 {the medical device.
Fe IS 3 process In place es a non-reprocessed
instrument from one that has been _,mv«oomwmon to preventuse on a NO High
414 |patient.
Ba Proceqdure estabished Tof I recall Of IMPropeny > ]
415 |reprocessed medical devices. N High
4.16 €re 1 a procedure Tor handing damaged equipment. YES Low
_m_.m accompanied by validated manufacturer’s instructions for N/A High
417 [reprocessing.
All physician supplied or loaner critical or semi-critical medical N/A High
418 |devices used at any site are reprocassad at the site prior to use.
NO Low
NO High
NQ Low
NO High
14 5
1784705882

6833%%& :wm.a__c»_o:

INFILERENT T

COREL NTS

4.2

There is a process to determine when detergents must be changed.

High

High

—._.O.ﬁ)_.




_ _ﬂm_-om_._mom of ﬂo.....u__m:om

100

4.b. GENERAL - MEDICAL DEVICES AND EQUIPMENT - (use APPENDIX

INMEFRENT 215K

Policies and procedures for reprocessing are written and readily .
accessible for staff. These are reviewed periodically and compatible NO High
4.b.1 Jwith current published reprocessing standards and guidelines.
accordance with manufacturer's wumoaomﬁ_o_..m {installation, N/A High
4.b.2 {operation and performance qualifications).
epl )
40.3 |specifications. NiA High
There are curmant witlen pProcedures (SUCh as operalars manualsy
4b4 [for the operation of reprocessing equipment, N/A High
4.b.5 |[malntenance as specified by the manufacturer. NiA High
4be [bythe manufacturer N/A High
4b.7 {is documented N/A High
4b8 |operate N/A High
TOTAL 0 1 7
CORE 0/
ercentage of Lompliance [1]

5. CLEANING COMMENTS
5.1
5.2
5.3
5.4
5.5 aw_e m:n when visibly 8__3 NO High
Thare is a written procadure for cleaning medical devices including High
_Mmmmwoaaz_ sorting and soaking, physical removal of organic NO ig
58 aterial, ringing, drying, physical inspection and wrapping.
Cleaning is done immediately after use. If this is not possible the YES Med
57 |medical device is treated to prevent hardening of organic matter.
5.8 N/A High
ming 1S done manuany, Using meion, of appraved mechamcal N
50 |washer. YES High
Pricr to ultrasonic cleaning gross soil is removed and solution is N/A Med
510 |discarded at least daily & when vigibly soiled. Rinse if appropriate.




N/A

511 |recommendations. High
[Aulomated washmg equipment nas documented preventive )
512 |maintenance as specified by the manufacturer. N/A High
ice TUbricant, 1 Used, MUSE De medical grade & be Used
according to manufacturer’s instructions for dispensing, shelf life, N/A High
513 |and storage.
514 |Devices are nnsed and appropnately mam mmmﬁ cleaning. YES High
515 |decontamination area for re-cleaning. YES High
TOTAL 5 5 5
SCORE 5/10
Percentage of Compuance 50
{6. CHEMICAL HIGH-LEVEL DISINFECTION (HLD) (E.G. ENDOCAVITY PROSIIRTIE NO) N INFI BeE NT RISK CORMMENT S
8mi critical devicas are subpected 1o high-level disinfection (at a )
8.1 minimum) according to manufacturer's recommendations. N/A High
Disinfectant has a Drug tdentificabon Number (DIN) from Healt )
8.2 Canada. N/A I_nw_
urrent manufacturers’ mstructions are available or the preparation ]
8.3 |ofHLDs. NiA High
FLDs are prepared correctly 10 aChieve Ihe Manulaciurers °
84 |recommended use-dilution, N/A High
ontamination is prevented when preparing disinfectants and
detergents (e.g. contaminated containers, measuring devices, prep N/A High
8.5
N/A High
according to manufacturer's recommendations each time a new NIA High
bottle is opened to verify they are accurate).
[Tesl sips are used within The IIs1eq expiry dale. N/A High
appropriate chemical test strip and discarded/changed if the NA Hi
concentration is less than the minimum effective concentration gh
8.8 |[(MEC).
6.10  JHLD solution is discarded as recommended by the manufacturer, N/A High
8.11 || Ne S0aKiNg COMGBMET 1 Kepr 8<man_ n_c_._sm :mm N/A Med
T he 30aKing container Is was
B.12 |solution is changed. N/A Med
6.13 [Devices are thoroughly . N/A High
B.14 | EXCess waler 1S removed Tom e device pror to ALD. NA High
ThHe device and accessones are completely immersed m 1he ALD Hi
5.15 |solution for the recommended time and temperature. N/A igh
Temove air ang VA High
616 |to ensure all lumens are parfused with HLD. 9
B.17  |Folowing LD, air is fushed through the lumens. N/A High
The device and accessories are ringed with sterile water, bacteria N/A High
8.18 [tree water or as specified by the device manufacturar’s instructions.




erwise

[Fercentage of Compliance

NiA High
N/A High
IS and a quailty NIA High
fdentiies a non-reprocessed
instrument from one that has been reprocessed to prevent use on a N/A High
§.22 |patient
TLTAL 22
SCORE 0/0

INHIE D NS

raparation:

6.a.1 Proguct name Z.h) I-_.m-_._
6.8.2 DIN number N/A High
6.a.3 Lol number N/A High
6.2.4 Expiry Date NIA High
6.2.5 N/A High
8.2.6 ocumentation N/A, High
8ar N/A High _
8.a.8 T np ot number N/A T_.m.:
6.5.9 Test Sinp Expiry aate A Righ
6..10 Test sip resull Pass of Fan NA High
6.8.11 Inftials OF stan doing the GC testing NiA Figh

[Reprocesalng of Medical Davice:
8.a.12 Wiedical Device name o type N/A High
6.8.13 Senal number (1 applicabiey). N/A High
6.a.14 Dale of disinTecion. NIA -_I_F_._l
5.8.15 %ﬂ.ﬂﬂﬂﬂaﬂmﬁ. manual). N/A High
6.8.16 Tontact 3me of e ALD (printoul 1 avaiaole). A Hiah
8.a.17 Tamperatura of the HLD ( primout 1| avenacle) /A High
6.8.18 Resufls of leak tost. A Figh
6.2.19 N/A High
19

0/0

_mo_dm:mmnm of Compliance

7.8

7. PASTEURIZATION INHE RENT £
7.1 _Umsomw are thoroughly cleaned and rinsed prior to pasteurization, NiA High
'The procass 1s mon with temperaiure gauges and timing
mechanisms for each load with a paper printout {min. 71 C for N/A High
7.2  |30mins) & retained.
73 N/A High
74 NiA Med
N/A Low




_qc;_.

_.w,mams.mum of Comphiance

(Unacceptable ﬂm:__nm—_o_._ methods __._n_cnm ao___zu. Emmm bead
sterilizers, microwaves and ultraviolet light.)

INPERIREINT RISK

Endoscopes and accessories (e.g., arthroscopes, cystoscopes,

8.21

humidity extremes).

laparoscopes) that pass through normally sterile tissues are N/A High
subjected to a cleaning and sterilization process before each use.
N/A High
8.4 [number, and the date of steritization. N/A High
8.5 @ Contents of each load are gocumented. N/A High
'there is a system In place learty identities a non-processed NA High
8.6 |load from one that has been processed. g
N/A High
[The physical parameters of each Cycle are monitored. The
parameters are recorded electronically or on a printout (i.e. time, N/A High
8.8 temperature, pressure)
responsible for releasing the load and verification is documented N/A High
8.0 |(e.g. printout is initiated).
8.10 N/A High
AN nteman chermical Indicator, appropnate 1ot the stenization NIA Med
8.11 |technology being used, is placed inside each package.
812 [day the sterlizer is used. NiA High
In & staam sterilizer, each type of cycle to be used is monitored with N/A High
5.13 |a biclogical Indicator. e.g., high vac, gravity, extended cycles,
8.14 |items. N/A High
8.156  |Blological INdicator resulls are docurnentes, N/A High
If biological indicator is positive, loads are recalled and the positive N/A High
8.16 |testis investigated according to facility's recall procadure.
N/A High
8.18 [devices are reprocessed N/A High
@re 1S a Process 1h place 10 agdress any iNGicator 1ailure e.g. NIA Hish
819 [Jprintout, cherical indicator or biological indicator. g
ministratve N/A Low
contamination (e.g. dust, n._o_me_.m. insects, and temperature and NiA High




8.22

visibly clean.

N/A

High

OTAL

N |

ercentage of Compliance

eclion o are mei

INHE D

sed In mﬂmamﬁnc_ mmcmmo_._w and

8.a2 SBU_Rm mmﬁ are not flash sterilized. N/A
stenlization Is done, devices are cleaned according to all -
8.8.3 [criteria In saction 5. N/A High
Flash sterilization is never used for implantable devices. {If N/A High
8.a.4 |implantable devices are flash sterilized for any reason, answer ‘'no’}
ocumantation related 10 Nash steriizadon iNcludes:
B.a.5 |8 Fiasn stermzer used, N/A High
8.a.86 |b) Contents; N/A High
8.a7 [ Physical Parameters, NA High
N/A High
]

Critical and semi-critical devices are cleaned before sterilization.

INFERENT RISK

Thzed are used immediately. N/A High
Sem-crical devices NA High

2b.3 [driad prior to storage. ig
N/A High
N/A High
N/A High
807 NI/A High
8.b.8 N/A High
8.b.o |are documented. N/A High
Tog & Kept Of Drojogical INGICAtor test resulls and any iterventions A Hiah

8.p.10 lassociated with positive test results. g
N/A High

ensure that it -
is completely empty. N/A High
@ non-processed

lcad from one that has been processed to prevent use of a non- N/A High

8.b.13

sterile itam.




N/A High
N/A High
NIA High
N/A High
0 0 7

INFIERENG 1S

decisions made at head office.

TOTAL 2 [{] [s]
1SCONRE 22
~{Percentage of Lompliance 100

CATION AND TRAINING OF REPROCESSING PERSONNEL YES N N INHE RENT BISK MENTS

R departinent policy speciiies the requiroments {Including
frequency) for:
@) stalf education; N/A Med
b} skills training and compelency assessments. N/A Mad
JAll reprocessing stal, including first line managers, have completed

a recognized qualification/certification program that includes both N/A High
reprocessing theory and clinical skills training.

Once hired, (e compelencies of repracessing stall are checked

regularly as outlined in department palicy. NA Med
AT reprocessing stafl receive orientation 1o the department's

policies, u.dooac_.mw and practices NG Med
AT reprocessing stafl recelve ongolng education andlor
training {i.e. ,._:.ao_.snc..v at the E_oi_sa _uo_sﬁ in ime:

3 Lhange in TeplocessIng procedures Or pracices, NO INHERENT RISK
by Changes in feprocessing equipment, NO ~ Med
T} Changes n medical devices, YES Med
d) Gaps as igenthied by e COMmpelency assessments. <Wm Med

ducation, raining and the resufts of competency assessments for

each employee are documented. YES Med

_ 3 3 2
3/6
50

E CARE SETTING

Critical or semi criticat medicat devices are disposable whenever
possible and discarded at point of use. If they are not disposabie,
then gross soll is removed and the medical device sent to a hospital
Sterile Processing Department for reprocessing.




disinfected by immersion in a 1:2 dilution of 6% household bleach
for 3 minutes, or 70% isopropyl alcohol for 5 minutes, or 3%
hydrogen peroxide for 30 minutes.

N/A

[TOTAL

SCORE 0/1

Percentage of womplance

12. DENTAL CLINICS

12.1

Medical device reprocessing in a dental clinic complies wit
mmn_o_._m 1t0 11 ?xa_cn_:n wmﬁ_oz .c of this document.

12.2

INHF RF

NT RISK

wﬂ__uo_w bone o:_mm_m scalers, m:n burs} and hand Emomm are
classified as critical and are sterilized between each patient or
discarded.

12.3

High

tissue or bone (2.g., amalgam condsnsers, air-water syringes) but
may come into contact with orai tissues are classified as semi-
critical and are minimally high leve! disinfected between each
patient.

N/A

High

TOTAL

13 |

Percentage of Complance 1

INHIERENT R

13.1  |manufacturer's recommendations. N/A High

[THere are wnitien, delaned procedures for cleaning, figh-leve High
13.2 {disinfecting and handling of endoscopes. NA g

eLSaDIe A00esS0Nes (8.0, DopSy 10Tceps of omher cuting
instruments) that break the mucosal barrier are cleaned and then N/A High
sterilized between each patient.
N/A High
13.5 N/A High
126 N/A High
iy ala mintmum with

appropriate chemical test strip and discarded/changed if the High

concentration is less than the minimum effective concentration N/A 19
137 |(MEC).
13.8 [HLD solution is discarded as recommended by the manufacturer, N/A High

&T8 15 @ quany COntrol procedure ToF Test Sps (1.e. checked

according to manufacturer's recommendations each time a new N/A High
13.8 {bottle is opened to verify they are accurate).
13.10 ©51 STps are Used within the listed expiry date. N/A High

& water provide ural flush solution, and

its connecting tube, should be sterilized or receive high-level N/A High

13.11 |disinfection at least dally.




7€ 1S a process in place that clearly igentmes a non-reprocessed

instrument from one that has been reprocessed to preventuse on a N/A High
13.12 |patient,
practices are monitored on a regular basis and a qualr )
13.13 |improvement process is in place. N/A High
13

TOTAL
CORE
erce e omphance

INHERENT RISK

nZymatc solution 18 prepared and used as pef manutacturers

13.a.19 [thoroughly dried using a clean lint free cloth.

13.8.3 frecommendations. N/A High
&ach scope. N/A High
EACCESE0nes are Qrsconnecied and disassembled and compietely -
13.2.5 |immersed in the enzymatic detergent. N/A High
N/A High
N/A High
13.a.8 [cleaning of the endoscope. N/A High
13.2.9 _mzngoooo. N/A High
The exiterior of the endoScope 1S cleaned With a SOFt DIUsh OF it )
13.a.10 [free cloth. N/A High
The bropsy/suction channel in the insertion s cleaned with the
appropriate sized channel cleaning brush until all visible debris is N/A High
13.a.11 {removed (min 3 times).
Brush 18 cleaned in The enzymanc Soluion each Gme N 1s .
13.a.12 |passed through the channel. N/A High
The suction vaive housing and instrument channel port are cleaned N/A, High
13.a.13 |with appropriately sized channel brush until all debris is removed.
13.8.14 linjected into all channels of the endoscope. N/A High
The endoscope & scaked m the enzymatic Solulion as per
manufacturer's instruction to ensure proper contact time for the N/A High
13.a.15 [enzymatic cleaner.
_ p water o .
13.2.16 [remove all traces of enzymatic detergent and debris, N/A High
The valves and removable parts are brushed and flushed urtd all -
13.2.17 Joebris is removed. N/A High
Final NRses prior [0 Gisilecton are performea n clear ap water
followed by air purges using a syringe or an approved automated N/A, High
13.a.18 Jsystem.
N/A High




ﬁﬂ_mma_zc accessories (8.9, brushes, sponges) are disposable or

thoroughly cleaned and high level disinfected/sterilized between N/A High
13.a.20 Juses.

TUTAL 20

SCORE [oro

ercentage of Lomphance

INIHL

RLNT

N/A

Med

13.0.2 [solution is changed.
Reusable HLD concentraton 1s
appropriate chemical test strip and discarded/changed if the .
concentration is less than the minimum effective concentration N/A High
13.b.3 |(MEC).
13.b.4 |HLD solution is discarded as recommended by the manufacturer. N/A Med
13.b.5 HLD, 2h> High
The HLD solution is flushed through all channels to purge air from NiA High
13.0.6 |each channel and to ensure all channels are perfused with HLD.
The endoscope and parts are completely Immersed In the HLD -
13b.7 |solution for the recommended time and temperature. NA High
€ endoscope channels. NIA Low
uticns) are nhsed with
sterile water, bacteria free water or as specified by the device N/A High
13,5.9 |manufacturer's instructions.
rinse walter |s chang .
13.b.10 Jspecified by the HLD manufacturer. NiA High
13.0.11 | 17e endoscope 1s dried With a ciean, Ti-ee CIom. N/A High
Ere 18 a Process It place 1hal clearly iJentnes a non-reprocessed —
instrument from one that has been reprocessed to prevent use on a N/A High
13.b.12 Jpatient
13013 N/A High
13.6.14 NIA High
13.0.15 | | ne endoscope 15 ar Ty Figh
TOTAL 15
SCORE 00
Perceniage of Compnance
13.¢. HIGH-LEVEL DISINFECTION OF FLEXIBLE ENDOSCOPES -AUTO!
eusal concenfration 1$ Cl aily (&t a minimum) wi
appropriate chemical test strip and discarded/changed if the N/A High
concentration is less than the minimum effective concentration g
13.c.t J(MEC).
valves, cleaning brush and removable paris are placed in the .
Automated Endoscope Reprocessor (AER) following NiA High
13.c.2 |manufacturer's instructions for loading.




The AER channel atachments are appropnate o ihe scope being

NiA

High

t3.c.3 [reprocessed.
& eNdoSCOpe Gonn e )
13.c4 |AER. N/A High
e AER is operated so that the HLL completely contacts the
endoscope for the recommended time and temperature as per AER N/A High
13.¢c.5 |manufacturers instructions for use.
'The endoscope 1s removed prom e final cycle has been -
138 |completed. N/A High
A channels are lushed with air followed by 707 alconol and an air -
13c7 fpurge. N/A High
TOTAL 7
CORE /0

ercantage ol Lomplance

Endoscopes and components are stored in a manner that protects N/A High
13.d.2 |them from contamination (i.e. do not touch the floor of the cabinet).

BMErgency SCopes, caps, valves and other componen )
13.¢.3 |are detached for storage. N/A High
15.0.4 |ENQOSCOpPE Storage CaDINGLs are Cleaned al 1east WeeKly. NA Low

€re are WiTien procegures 1or Shen-ne of SIored endoscopes - =
13.d.5 |(e.g., colonoscopes have a shelf — life of 7 days, if stored dry). N/A Low
TOTAL 3

SCONRE

[Percantage of Lompliance

13.6. HIGH-LEVEL DISINFECTION OF FLEXIBLE ENDOSCOPES -DOCUME

INFIE FE N SIS

TACE Preparation:
13.e]1 | Product hame NiA High
13.8.2 LIN number ‘F.._> Ih_.._
1304 EXpiry Date N/A High
13.e.6 ﬂ_._am_m of & N/A High
13.8.7 ._.mwgm Zh) Imh._._
1368 TesT Stip 1ot umber NA High
13.6.9 40% NiA Hiah
13.8.10 | 168t SNp result. Pass of rai N/A High
13e17 Tritials of stall doing he LG testing A High
nou_.ooeau__..m of Medlcal Dovice:
13.8.12 || Medical Device name of type N/A _High
13.8.15 || cenal number (i apphcabie). A High
13.e.14 Umnqumﬂma‘ N/A High
13.6.15 N/A High _
13.e.16 Gontact mam of ﬁm mnu Nu_.:._qocn i3 m<m__mo_3 NA High
13.8.17 |- 1emperaturs of the HLD { prniout T avallable) VA High




13.e.18 Results of leak test. Zh__P ..._mh-:
13.2.19 | Infals of person doing Ne reprocessing. NIA High
Traceablly of Scope: (documented Dy clinical stalt)
132,20 || Fatent name N/A High
13.6.21 Palient recond number A, High
13.e22 | Date NIA I_b:
13.6.23 || Tme NIA High
13..24 Type of procedure N/A High
13.0.05 Endoscopist NIA High
13..26 §8 NIA. High
13.6.27 Zh_) Imh._._
[+ [1] 27
_wmmwwm Tor
ercentage of GOmpance I
SUNMARY YES _ INO N/A.
OVERALL TOTAL 16} 28 205
SCORE 16/44
OVERALL PERCENTAGE OF COMPLIANCE 36.36363636




