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Warning health care facilities that adenosine triphosphate (ATP)
test strips should not be used to assess duodenoscope
cleaning. To date, the FDA has not evaluated them for
effectiveness for assessing duodenoscope reprocessing.
Manufacturers of ATP test strips are advised to submit data to
support the legal marketing of these strips for this use.
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https://www.fda.gov/medical-devices/reprocessing-reusable-medical-devices/infections-associated-reprocessed-duodenoscopes
Infections Associated with Reprocessed Duodenoscopes&kY5|H
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https://www.fda.gov/medical-devices/reprocessing-reusable-medical-devices/infections-associated-reprocessed-duodenoscopes

In early 2015 the FDA emphasized the importance of training, oversight, and competency testing for reprocessing staff
and close attention to optimal cleaning of the elevator mechanism on the leading end of duodenoscopes.

48 In May 2015 an FDA advisory panel emphasized the importance of ensuring availability of duodenoscopes for clinical
care and expressed concern that existing

reprocessing practices, even when performed appropriately, appeared to be insufficient for ensuring safety of side -
viewing duodenoscopes.50 In August 2015 the

FDA went on to advise that together with “strict adherence to the duodenoscope
manufacturer’s reprocessing instructions” all centers using duodenoscopes should

“closely evaluate whether they have the expertise, training and resources to implement
one or more of several different options,” including microbiologic culturing,
ethylene oxide sterilization, use of a liquid chemical sterilant processing system, and repeated HLD
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Multisociety guideline on reprocessing flexible Gl endoscopes: 2016 update
p284 GASTROINTESTINAL ENDOSCOPY Volume 85, No. 2 : 2017 &Y k¥
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University North Carolina Healthcare
William Rutala, PhD, KD EREMDNOARILT 42T DFH A EEEIN

“The Good, The Bad and The Ugly”
OUR RESPONSIBILITY TO THE FUTURE

Presentation by
William Rutala, PhD, MPH:
University North Carolina Healthcare

Also referenced

Flexible Endoscope Reprocessing and the Importance of AAMI ST91 presentation by Mary Drosnock
fromHealthmark Industries

Summary by Barb Keller RN BSN CIC
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EH Spaulding believed that how an object will be disinfected depended on
the object’s intended use (developed in 1968)

CRITICAL: Objects which enter normally sterile tissue or the vascular system or
through which blood flows should be sterile.

SEMICRITICAL: Objects that touch mucous membranes or skin that is not intact
require a disinfection proceed (high-level disinfection that kills all
microorganisms but high numbers of bacterial spores.

NONCRITICAL: Objects that touch only intact skin require low-level disinfection (or
non-germicidal detergent).

“The Good, The Bad and The Ugly” OUR RESPONSIBILITY TO THE FUTURE
Presentation by William Rutala, PhD, MPH: University North Carolina Healthcare

https://higherlogicdownload.s3.amazonaws.com/APIC/01cbfd6f-d5f9-448b-ac39-
3d0525af7514/Uploadedimages/Sept%202016%20Meeting/Disinfection and Sterilization.pptx
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EH Spaulding believed that how an object will be
disinfected depended on the object’s intended use

(now modified)

CRITICAL: objects which directly or secondarily (i.e., via a mucous membrane
such as duodenoscope, cystoscope, bronchoscope) enter normally sterile
tissue or the vascular system or through which blood flows should be sterile.

SEMICRITICAL: objects that touch mucous membranes or skin that is not intact
require a disinfection proceed (high-level disinfection that kills all microorganisms
but high numbers of bacterial spores.

NONCRITICAL: objects that touch only intact skin require low-level disinfection (or
non-germicidal detergent).

“The Good, The Bad and The Ugly” OUR RESPONSIBILITY TO THE FUTURE
Presentation by William Rutala, PhD, MPH: University North Carolina Healthcare

https://higherlogicdownload.s3.amazonaws.com/APIC/01cbfd6f-d5f9-448b-ac39-
3d0525af7514/Uploadedimages/Sept%202016%20Meeting/Disinfection and Sterilization.pptx

APM-000016-201225

31



https://higherlogicdownload.s3.amazonaws.com/APIC/01cbfd6f-d5f9-448b-ac39-3d0525af7514/UploadedImages/Sept%202016%20Meeting/Disinfection_and_Sterilization.pptx

Bl & > TBHIE
s
| P

R (+ZFRBAR
TTHL0D) MEOER
THBMEIMEENAAHN

s’ﬁﬁ%’%@ﬂ 3

DFH I 63#@15**%
o J‘t‘d)

APM-000016-201225



HEOOF DA ARREEIZEET S
JHIEZRRRREZEIZ DL THQLA

CQ28. BRAMEON S BECRAEERE TORRARTRERD X -7 DFKFEFEIFADRT,
BHEDBDEITH?

Ans. 5B B EIEHD FEA. AOA—TDHRFIIEFFEED THILBERRFEDITF - HEERZEICT T
feHA RSA ) IR TS SEELTULWERRITNIERED D AL

(https://www.jstage.jst.go.jp/article/gee/60/7/60 1370/ pdf/-char/ja) . FHFREBEEZETBLA LD
1735 EHHFETY,

HEOOF AL RABREEICEETAEEBRBRBEEICOVVTHQRA - REERRTFERRKREZOXIGEESHT-
(FIZO) O EBHBREO/NSLEFEETONRBRELZEEL-ES) BXRELRFZHNBRIEFS. 2020610878 (E5hR)

ASP APM-000016-201225 33




Advanced
Sterilization
w Products

CHRGEFHEIAERICSRLLET,

BR5E 4 : AT 5YE® 100NX ARFEE : TAAA—/\®EH®R0.55% BR55 4 RREEEREERS TURIL 2 X® Neo
REIE S :223AABZX00144000 AERES : 21300AMY00444000 ALEE 228 AHBZX00022000
SLEERSEEE : ASP Japan& Bt FEARGEEE | ASP Japan&Eatt ERFTEE MKt T7</

ASP ASP Japan& F&# MR O RAILEL TIE R XERVBRERBELCHZ TSV ET £5HHLBKLET , APM-000016-201225



