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UCLA hospital cites medical scopes In
superbug CRE outbreak

By Michael Martinez, Kyung Lah and Traci Tamura, CNN 0 G
® Updated 2354 GMT (0754 HKT) February 20, 2015

An internal review at the Ronald Reagan UCLA Medical Genter found that the cleaning protocols Olympus TJF-Q180V duodenoscope
set by the FDA and scope manufacturers still didn’t remove the superbug from the devices.

s Regions Video

In fact, the superbug was “embedded” in the scopes even after cleaning, said Dr. Robert Cherry, M@\
chief medical and quality officer of the UCLA Health System.

US. China Asia MiddeEast Afica Euope Americas

: Deadly superbug-related scopes sold
without FDA approval

By Elizabeth

The latest from CNN Health

FDA: Scope link
superbug not ap

PLBRIEE Dacteria killed 1
i U.S.. and it's sor

Close-up view of an ERCP endoscope tip http://edition.cnn.com/2015/03/04/us/superbug-
endoscope-no-permission/

Since that internal January 28 finding, the hospital is now using an additional new sterilization

procedure that involves applying s@g/éditivh epARem/20$6/02/ toialthicdfiforRrERISpital-deadly-

bacteria-superbug-cases/
“There's no risk," Cherry added.



JAMA pzme
Amencan Medical Association

Home Currentlzsue Alllssues Online First Collections CME Multime

October 8, 2014, Vol 312, No. 14 >

« Previous articls  Next articls =

Original Investigation | October B, 2014

New Delhi Metallo-B-Lactamase—-Producing
Carbapenem-Resistant Escherichia coli Associated
With Exposure to Duodenoscopes 23

Lawren Epstein, MO, MSc'#; Jennifer C. Hunter, DrPH'#; M. Allison Aready, MD**; Victoria Tsai, MPH*;
Linda Stein, MPH*; Margusrite Gribogiannis, MPA*®; Mabsl Frizs, MPH*; Alice Y. Guh, MD"; Alison

5. Laufer, PhD®; Stephanie Black, MD*; Massimo Pacilli, M5*; Heather Moulton-Meissner, PhD; J.
Kamile Rashead, FhD"; Johannetsy J. Avillan, BS'; Brandon Kitchel, MS°; Brandi M. Limbago, PhDr;

Duncan MacCannell, PhD"; David Lonsway, PhD; Judith Moble-Wang, PhD®; Judith Comwany, RN
Craig Conover, MD#; Michasl Vernon, DrPH*, Alexander J. Kallen, MDY

[+] Author Affilistions

JAMA. 2014;312(14):1447-1455. doi:10.1001/jama. 2014.12720. Text Size: 4 A A



How can microbes survive reprocessing?

O Inadequate cleaning

® In order for HLD to work, the scope must be meticulously cleaned.

Use the correct brush

O
m Take the correct amount of time
O

Monitor the effectiveness of cleaning
= ATP bioluminescence, Protein, Hemoglobin, Carbohydrate tests
available
Inadequate manual cleaning and drying support the formation of
biofilm

Tri-Service General Hospital

T2 = = @ B Bz




Strategies for assessing risk and improving

reprocessing effectiveness
S N

* Perform audits of practices used to reprocess endoscopes

 Conduct routine process quality checks
— Smell check and visual inspection

— Rapid indicators for detecting residue before HLD or sterilization
* ATP

* Protein, blood, carbohydrates
* Engage manufacturers when problems occur

* Carry out additional evaluations “after the fact”
— Microbial cultures

— Inspection of channels for damage using a borescope
« Respond aggressively when a breach or outbreak is identified

Share findings publically so we all can learn from the facts
(TS — = @ om= s

Tri-Service General Hospital
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American Journal of Infection Control 41 (2013) 249-53

Contents lists available at ScienceDirect

AllC

American Journal of Infection Control

American Journal of
Infaction Control

journal homepage: www.ajicjournal.org

Major article

The adenosine triphosphate test is a rapid and reliable audit tool to assess
manual cleaning adequacy of flexible endoscope channels

Michelle J. Alfa PhD®%* ram Fatima MSc® Nancy Olson BSc®

*Qinical Microbiology Diagnostic Services of Manitoba, University of Manitoba, Winnipeg Manitoba, Canada
" Microbiology Laboratory Saint Boniface Research Centre, University of Manitoba, Winnipeg, Manitoba, Canada
t Department of Medical Microbiology, University of Manitoba, Winnipeg, Manitoba, Canada

o The study objective was to verify that the adenosine
triphosphate (ATP) benchmark of <200 relative light units
(RLUs) was achievable in a busy endoscopy clinic that
followed the manufacturer’s manual cleaning instructions.

s
s N
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American Journal of Infection Control 41 (2013) 245-8

Contents lists available at ScienceDirect

NI@

American Journal of Infection Control

American Journal of
Infection Control

journal homepage: www.ajicjournal.org

Major article

Validation of adenosine triphosphate to audit manual cleaning
of flexible endoscope channels

Michelle J. Alfa PhD®*®%* Iram Fatima MSc €, Nancy Olson BSc®

* Clinical Microbiology Diagnostic Services of Manitoba, Winnipeg, MB, Canada
b Microbiology Laboratory, Saint Boniface Research Centre, Winnipeg ME, Canada
¢ Department of Medical Microbiology, University of Manitoba, Winnipeg, MB, Canada

o The benchmarks for clean were as follows: <6.4 mg/cm?
protein, <2.2 mg/cm? hemoglobin, and <4-log10 colony-
forming units/cm? bioburden. The average protein,

hemoglobin, and bioburden benchmarks were achieved if
<200 RLUs were detected.

o Flexible endoscopes that have complete manual cleaning
will have <200 RLUs by the Clean-Trace ATP test.

’ﬂg’ = = #8 B8 PR : :
T Senvice Seneral Hospal American Journal of Infection Control 41 (2013) 245-8
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American Journal of Infection Control 41 (2013) 1614

Contents lists available at ScienceDirect

, , AlC
American Journal of Infection Control yoslh

Infection Control

journal homepage: www.ajicjournal.org

Major article

Comparison of adenosine triphosphate, microbiological load, and residual protein
as indicators for assessing the cleanliness of flexible gastrointestinal endoscopes

Ryo Fushimi MT®*, Masaki Takashina MD, PhD “, Hideki Yoshikawa MD, PhD “,
Hiroyoshi Kobayashi MD, PhD, SHEAF, CICD ?, Takashi Okubo MD, PhD, CICD®, Seizoh Nakata MD €,
Mitsuo Kaku MD, PhD ¢

2 Central Sterile Supply Department, Osaka University Hospital, Osaka, Japan

b Division of Infection Prevention and Control, Posteraduate School Tokyo Healthcare University, Tokyo, Japan

©Surgical Department, Itami City Hospital, Itami, Japan

9 Department of Infection Control and Laboratory Diagnostics, Division of Internal Medicine, Tohoku University Graduate School of Medicine, Tohoku, Japan

P =T AJIC 2013,41:161-4
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AAMI ST 91 — 7= 2015F4R . ..

American
National
Standard

Flexible and semi-rigid endoscope processing in
health care facilities

SRR BN ARRENBRIERE

ANSI/AAMI
ST91:2015

I bI d semi-rigid

essing in
h \h f Iles
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AAMI ST 91

Terminal steriization by gaseous chemical sterlization ProCeSSES. ... ... eurcueruvececrcees e

8
8.1 General considerations...
8.2 Packaging for terminal sterdization .
821  General considerations...
822  Sterilization pouches .....
823  Sterilization wraps ... .
824  Rigid sterilization contanment systems
8.3 Ethylene oxide gas (EO) sterilization ...
8.4 Hydrogen peroxide gas sterilization..
8.5 Ozone sterlzation ............coccuremreuene-
a ’ 0

0 Storage of reprocessed endoscopes ...
ig 2; g%;l %Eg%ﬁg‘mjnm 42 M_‘E’E\ /"'E_' HH $ﬂ' ?i— A
5752
EERIEL - B2
B— R B

104 Hang time for high4evel disinfected endoscopes.
%

BB h s Apeeeepee O

104.1 General considerations...
104.2 Evisting guidelines.... :
1043 RiISK @55RSEIMBT ...ttt ettt em et eaee ettt et et

= 11 Transport of high-level isinfected BNIOSCODES . ... ie oottt
12 Quality Control ...

121 General considerations ..
122 Product identification and traoeabrhty
123 Documentation and reoord-keepmg
12.3.1 Documentation ..
12.3.2 Expiration danng
124 Venfication and momtonng of the cleamng prooess <
124.1 General Considerations ... i :
1242 Cleaning verification.........c..c...... .
124.3 Cleaning verification 18515 fOr USErS ..............ocoeuceie e cceceeeceassceeeesmasinsssemses e s s scassnsanamecedrann

.s&hrh’a’aé’t 2 ® BB

The frequency of testng the eficacy of the manual cleaning step should occur on 3 requiar basis, weekly or
preferably dady (Drosnock 2014, Afa 2014).

8. Oualrﬁcatm test pmeedure with Bls ..
129.3 Qualfication testing acceptance critena
1284 Routine test procadure with Bls ...

128.5 Routne testing acceptance criteria.
1208 Positive Blresults....................
12.9.7 Microbiological testing ...

22
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.-fff 1.5, Department of Health & Human Services

AtoZ Index | Follow FDA | FDA Voice Blog

M U.S. Food and Drug Administration I

Protecting and Promoting Your Health Search the FDA Archive

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Medical Devices & i
© Home @ Medical Devices @ Device Advice: Comprehensive Regulatory Assistance @ Reprocessing of Single-Use Devices
: : : FDA-Cleared Sterilants and High Level Disinfectants with General
Device Advice: Comprehensive . . . .
Regulatory Assistance Claims for Processing Reusable Medical and Dental Devices -
Reprocessing of Single-Use March 2009
Devices Manufacturer  Active Ingredient(s) Sterilant Contact High Level
Conditiens Disinfectant Contact Conditions
Documents K051305 TD-5 High-level Disinfectant
Definitions CS Medical, 2.65% glutaraldehyde - . 5 min at 37.8°C
, LLC. Ntn ":d u::tmn kit Single use to be used exclusively with
Frequently Asked Questions i the TD-100 Transesophageal Probe
MDUFMA Passes the ACAC Sporicidal  Disinfector.
Activity Testin 10 hrs at 22 °  Contact conditions established by
510(k) Search C. simulated use testing with endoscopes.
http://www.fda.gov/MedicalDevices/DeviceRegulati

= = @ B8 B= onandGuidance/ReprocessingofSingle-
T e UseDevices/ucm133514.htm




o The high-level disinfectant label claims
for OPA solution at 20°C vary
worldwide (e.g., 5 minutes in Europe,
Asia, and Latin America; 10 minutes in
Canada and Australia; and 12 minutes
in the United States).

o These label claims differ worldwide
because of differences in the test
. e p g _ methodology and requirements for
Guideline for Disinfection and Sterlization  creire X

in Healthcare Facilities, 2008 5 In an automated endoscope

reprocessor with an FDA-cleared
capability to maintain solution
Wikam A Rutala, PhD, MPH." David J. Weber, M., MP.H.", and the Heathcare temperatures at 25°C, the contact time
for OPA is 5 minutes.

Infecton Control Practices Advisory Comitee (HICPAC



Completely submerge the

Indicating pad of the strip
into CIDEX® Solution for the
specified time and remove.

Do not shake strip.

Remove excess solution
by standing strip upright
on a paper towel.

Read results at specified
time. Do not read past
specified time.




O PA Test Strips

CIDEX® OPA ORTHO-PHTHALALDEHYDE SOLUTION CAN BE USED OR
REUSED FOR A MAXIMUM OF 14 DAYS.*

How to test: completely submerge indicating pad of the strip into solution. Hold
for 1 second and remove. Do not shake strip.

Remove excess solution by standing the strip upright on a paper towel.

Read results at 90 seconds. Do not read past 90 seconds. Pad will be
completely PURPLE to indicate effective solution. IF ANY BLUE remains on the
pad apart from the top line, solution is ineffective and must be discarded.
*CIDEX® OPA Solution may be used or reused for up to @ maximum of 14 days provided the required

condition of ortho-phthalaldehyde concentration and temperature exist based upon monitoring
described in the Instructions for Use. Do not rely solely on days in use.

PASS

FAIL

REORDER NO. DESCRIPTION CASE CONTENTS
CX20392 CIDEX® OPA Test Strips 2 bottles -

60 strips per bottle
CX20393 CIDEX® OPA Test Strips 2 bottles -

15 strips per bottle

o Completely submerge indicating pad of the strip into
solution. Hold for 1 second and remove

o1 Remove excess solution by standing the strip upright on

a paper towel.
o Read results at 90 seconds.

Tri-Service General Hospital




CIDEX fiiss e

I
1

CIDEX® ACTIVATED DIALDEHYDE SOLUTION CAN BE USED OR REUSED
FOR A MAXIMUM OF 14 DAYS'

PASS FAIL FAIL

How to test: Completely submerge indicating pad of the strip into solution.
old for 3 secondsjand remove. Do not shake strip.
Remove excess solution by standing the strip upright on a paper towel.

mbn not read past 75 seconds. Pad will be completely

PURPLE to indicate effective solution. [F ANY ORANGE remains on the pad
apart from the top Line, solution is ineffective and must be discarded.
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1. Airvalve : JFASMIEEK - BiEIRIKELE S
>, Water channel : JFASmI EBEK  HEIKWEE S

. Instrument channel port : JEASmMI FEEK - B
umbilical cord # L% 5=

2. Elevator channel - auxiliary water inlet channels :
EASMI f_ﬁ7J< ' Eﬂinsertion tube AOE LIRS

s HRBAENERE - B EEARENAER - /3N
EI’J?%SZ—‘%%&EH *%AMET‘H‘E,’T\/ i = RE R E K
TEbPLE -

§ B Am J of Gastroentrol. 1999:94:1546-50
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0 BIEE tjcoagulase—negatlve staphylococcus,
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Standards of Infection Prevention in Reprocessing Flexible Gastrointestinal
Endoscopes, SGNA 2015

o Routine culturing of endoscopes following reprocessing is not
currently recommended in the United States but may be
considered in the event of an identified outbreak (Petersen et
al., 2011).

o Surveillance cultures can be used as a method for assessing
reprocessing quality; and aid in identifying particular
endoscope defects that hamper effective reprocessing (Rutala
& Weber, 2015...)

o Facilities should be aware of recent interim guidelines and
consider culturing duodenoscopes to validate the cleaning
___process of these particular scopes (CDC, 2015).

‘ol — = #8 B8 Px
i-Service General Hospital




CDC Interim Duodenoscope Sampling Algorithm

vs03.11.15

Interim Protocol for Healthcare Facilities Regarding Surveillance for Bacterial Contamination

of Duodenoscopes after Reprocessing

Test duodenoscope and consider
holding the instrument until
culture results available.
Culture method options:

(A) Presence/ Absence by

Negative
Reprocess again to
> remove PBST and return
to circulation

5\_ '\' == }fﬁ %7 . Enrichment or (B) Quantitative
1. BX12EBEE

DEETTO0R
ERCPEEEH—
REFETT G i e

I:I 2. Do not return to circulation until
cultures are negative or are below
— acceptable levels of low-concern organisms T

) — — OR
-_— A; Culture Method: Quantitative
[ ]

-
1. Quantify colonies,
if <10 CFU/duodenoscopet, reprocess
to remove PBST and return to circulation
2. If not <10CFU/duodenoscope, review
facility-specific acceptable levelst, reprocess
and culture again if not below acceptable levels
3. Do not return to circulation until cultures
are negative or are below acceptable
levels of low-concern organismst

Low-concern organisms
Examples: coagulase-negative
staphylococci, micrococci, diptheroids,
Bacillus spp. and other gram-positive rods

\

Any high-concern organisms
Examples: Staphylococcus aureus,
Enterococcus spp.,
Streptococcus sp. viridians group,

Pseudomonas aeruginosa, Klebsiella spp.,

Salmoneila spp., Shigella spp. and
other enteric gram-negative bacilli

1. Reprocess and culture again

2. Do not return to circulation until
cultures are negative or are below
acceptable levels of low concern
organisms t

3. Consider notification of patients
exposed to duodenoscope
since last negative cultures

}

If cultures are repeatedly
positive (3 times or more)
for either any high-concern
organism or

—>
>10 CFU/duodenoscope

of low-concern organisms,
facilities should consider
re-evaluating their culture
technique and/or sending
the duodenoscope to the
manufacturer for evaluation



Quality Assurance
- |

o Quality assurance is essential to the continued safety
and effectiveness of endoscope reprocessing. Health
care facilities must have documentation that may
include but is not limited to the following:

o procedure date and time,

o patient’ s name and medical record number,

o endoscopist’ s name,

o endoscope model and serial number or other identifier,
o AER (if used) model and serial number or other identifier,
o names of individuals who reprocessed the endoscope

Standards of Infection Prevention in Reprocessing Flexible Gastrointestinal Endoscopes, SGNA 2015
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— BEMMRETANFOLFIKEER - BKEROEE&ENAES VR ER(central
line insertion bundle) - T?KHQE_j(:\_\\iEBEE%&'fﬁﬁﬁ/@*H M chlorhexidine X B #5188
HOES KR E -

- ,\?E;%%EAF/\HH FEEIH
L ikBEBRLEESH E?E;,EA_HETJ'@(cenTrGI line maintenance bundle) - £ & BRI 5 FEAS 14

chlorheX|d|ne A EMESNE -
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TSN98 (2009) | TSN102 (2013) ANSI/AAMI 23500:2014
B & B BIFAR FE (CFU/mI)

Dialysis Water < 200 < 200 < 100
Standard Dialysis Fluid < 200 < 200 < 100
Ultrapure Dialysis Fluid Nil Nil <0.1
Substitution Fluid Nil Nil <107 (Sterile)
Action level? >50 >50 Dialysis Water and Standard
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Dialysis Water <2 <2 < 0.25

Standard Dialysis Fluid Nil Nil < 0.5

Ultrapure Dialysis Fluid Nil Nil < 0.03

Substitution Fluid Nil Nil < 0.03(Non-pyrogenic)

Action level?t Nil Nil Dialysis Water >0.125 and
Standard Dialysis Fluid >0.25
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o fEEIERCE(pour plate method)

0 JBIE A (membrane filtration method)
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