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Clinical Educator for Healthmark Industries

Healthcare career - More than 45 years.

e 20+ years in Endoscopy.

John Whelan
BSN, RN

jiwhelan@hmark.com

e 4 vyears system role —overseeing HLD and endoscope
processing for academic health system. Launch of the
Centralized Endoscope Reprocessing Department on the
main medical campus.

* 5years Healthmark Educator

Memberships:
 APIC, AAMI, SGNA, ASGE, AORN.
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* Presenter is an employee of Healthmark Industries - Fraser,
Michigan USA —a manufacturer and distributor of medical
products to healthcare facilities and healthcare professionals.

* No compensation has been received for this presentation

Disclosures

* All opinions are those of the presenter.

* This presentation is not intended to be used as a training guide
or promotion. Before using any medical device, review all
relevant package inserts with particular attention to the
indications, contraindications, warnings and precautions, and
steps for the use of the device(s).



Healthmark Policy

Healthmark’s Policy is to provide our customers
and the healthcare community with the highest
qguality, state of the art medical products and
support services in a timely and cost-effective
manner.

This goal is supported by a staff committed to

individual accountability, professionalism, mutual
respect, collaboration and service excellence. This
presentation is part of that commitment,
educating our customers.




Objectives

Update on most current guidelines for
endoscope processing.

Overview of latest hot topics in endoscope
processing.

Discuss the future of sterilizing endoscopes
and other endoscope trends and technology.
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ECRI Top Ten Lists - https://www.ecri.org

2018 -

: . #2 - Endoscope Reprocessing
Significance | .
Failures Continue to Expose

and risk Patients to Infection Risk
IS hot waning
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ECRI Top Ten Lists - https://www.ecri.org

2018 -

#2 - Endoscope Reprocessing
Failures Continue to Expose

Signiﬂcance Patients to Infection Risk
and risk
IS hot waning

2019 -

#5 - Mishandling Flexible
Endoscopes after Disinfection

Can Lead to Patient Infections


https://www.ecri.org/

Top 10 Patient Safety
@ Concerns 2020

Executive Brief

suggestions and resources for addressing them.

ECRI Top Ten Lists - https://www.ecri.org

2018 —

#2 - Endoscope Reprocessing Failures Continue to
Expose Patients to Infection Risk

2019 —

#5 - Mishandling Flexible Endoscopes after Disinfection
Can Lead to Patient Infections

2020 -

#4 - Responding to and Learning from
Device Problems

#5 - Device Cleaning, Disinfection, and
Sterilization

#6 - Standardizing Safety across the System



https://www.ecri.org/

Top 10 Patient Safety | Introduction 2018 —

Concerns 2021 oripu::f:;s:;m i f;;a:rg : fr:ed;m;;?;g;mmm-m;y #2 - Endoscope Reprocessing Failures
Ths s Top 1 helprgaizations 4y mminent ptent ety challnges nd Continue to Expose Patients to Infection

ffrss‘esh ons and resource for addressin gthm R k
The List for 2021
1. Racial and ethnic disparities in healthcare

2. Emergency preparedness and response in aging services

e et 2019 —

5. Drug shortages . . .

6. Teehesith worklow challenges #5 - Mishandling Flexible Endoscopes after
[ tmprovised use of medical devices Disinfection Can Lead to Patient Infections

8. Methotrexate therapy
9. Peripheral vascular harm
10. Infection risk from aerosol-generating procedures

COVID-19: Exposing Entrenched Problems in Healthcare 2020 -

#4 - Responding to and Learning from
Device Problems

#5 - Device Cleaning, Disinfection, and
Sterilization

#6 - Standardizing Safety across the System

Man yfth e items on this year's Top 10 st relate to COVID-18. The pandemic threstens patients

2021 -
#3 - Pandemic preparedness across the health system

#4 - Supply chain interruptions
#10 - Infection risk from aerosol-generating procedures



Poor Duodenoscope Reprocessing
Ergonomics and Workflows Put Healthcare

Workers and Patients at Risk

The failure to adequately reprocess contaminated duodenoscopes
between uses is a well-known hazard, one that has led to the
spread of deadly pathogens. Perhaps less well known are the risks
of injury to the healthcare workers who perform this function,

and the ways in which ergonomic and workflow factors can
compromise reprocessing effectiveness, putting patients at risk.

A 2021 ECRI survey of healthcare workers who routinely perform
duodenoscope reprocessing—that is, cleaning and dizinfection
(or sterilization)—identified several significant patient and worker
safety hazards:

— Obstacles to effective reprocessing, potentially increasing
patient infection risks. Survey respondents cited time
pressures and poor work environment ergonomics (e.g., }Nork
surfaces at an uncomfortable height) as key concemns.

Top 10 Health Technology Hazards for 2022

S0} ECRL May be diseminated ior interral educational purposes soldy 21 the submcabing
For brmader use afthese mpyighted masedals, please omntact E0R %0 aftain praper

— The continued use of duodenoscopes with fixed distal
endcaps, instead of scopes with single-use components.
Duodenoscopes with fixed distal endcaps are more difficult
to reprocess effectively, putting patients at increased risk
of infection.

— Ahigher risk of healthcare worker musculoskeletal injuries due
to poor workspace ergonomics

Correcting these problems requires facilities to take a close look
at the workflow, the workspaces and surfaces, and the expected
turnaround times for duodenoscope reprocessing, as well as
reevaluating the use of reusable ducdenoscopes.

Ergonomic and workflow factors
can compromise reprocessing
effectiveness, putting patients at risk.

[ Full List e DeviceEvaluation@ecri.org | Bw 0 S

12




Top 10 Patient Safety Concerns 2022

Self-Assessment: Establishing a Health Information Technolegy Safety Program

(Health System Risk Management)
Self-Assessment: EHR Vendor Checklist (Health System Risk Management,

Ambulatory Care Risk Management)

Detecting Changes in Patient Condition

Communication (Health System Risk Management, Aging Services Risk Management)
Documentation: A Primer on Charting in the Medical Record (Health System Risk

M Aging Services Risk M : L Care Risk M )
Nursing Liability (Health System Risk Management)

Clinical Alarms (Health System Risk Management)

Beat the Buzzer: The Alarm Safety Game Show! (Health System Risk Management)
Triage Toolkit (Ambulatory Care Risk Management)

Culture of Safety and the Infrastructure for Safety

Culture of Safety: An Overview (Health System Risk Management, Aging Services Risk
Management, Ambulatory Care Risk Management)
Measuring Safety Culture (Health System Risk Management, Aging Services Risk

Management, Ambulatory Care Risk Management)

Patient Safety and Quality Improvement Act (Health System Risk Management, Aging
Services Risk M )

Patient Safety, Risk, and Quality (Health System Risk Management)
The Role of the Patient Safety Officer (Health System Risk Management
Culture of Safety 101 Training Program (Ambulatory Care Risk Management)

Device Cleaning, Disinfection, and Sterilization

ECRI's Infection Prevention and Lontrol Services

Reprocessing of Reusable Medical Devices (Health System Risk Management)

2022 BORL My be disseminated for intemal educational pumposes salsly at the su bseribing sie
For bmader ue of these mpyrighted materiak, please coniact EOR o abizin proper permission

Recurrent Patient Safety Challenges

Reprocessing of Flexible Endoscopes (Health System Risk Management

Overview of Infection Prevention and Control (Health System Risk Management,
Aging Services Risk M £)

Infection Prevention and Control (Ambulatory Care Risk Management)
Self-Assessment: Instrument Sterilization and Disinfection Practices (Health System
Rizk Management)

Environmental Infection Control Toalkit (Ambulatory Care Risk Management)

Care Fragmentation and Poor Care Coordination
Deep Dive: Care Coordination (ECRI and the ISMP PSO)

Inpatient Care Coordination (Health System Risk Management)
Discharge Planning (Health System Risk Management)

Transitions of Care (Aging Services Risk Management)

Subacute Care [Aging Services Risk Management)

Care Coordination and Transitions (Ambulatory Care Risk Management)

Guidance for Patient Safety Toolkit: Handoff Communication (ECRl and
the ISMP PS0)

Antimicrobial Stewardship
Physician Leader Huddle: Antimicrobial Stewardship (ECRl and the ISMP PSQO)

Overview of Infection Prevention and Control (Health System Risk Management,
Apine Services Risk M £)

Infection Prevention and Control (Ambulatory Care Risk Management)

Patient Identification
Deep Dive: Patient Identification (ECRI and the ISMP PSO)

Patient Identification: Implementation Guide and Toolkit (Partnership for Health IT
Patient Safety)

v Full List e clientservices@ecriorg | MYy BESE | 27




Recurrent Patient Safety Challenges

Over the years, the following patient safety concemns have made repeat appearances on ECRI's list of Top 10 Patient
Safety Concerns; the list begins with the most frequently mentioned:

Medication safety

Diagnostic stewardship and test result management

Behavioral health

Health IT

Detecting changes in patient condition

Workforce staffing, skills, and safety

Culture of safety and the infrastructure for safety

Device cleaning, disinfection, and sterilization

Medical devices and supplies 2 O 2 3

Teleheath and digital health Culture of safety and the infrastructure for safety

Care fragmentation and poor care coordination

Device cleaning, disinfection, and sterilization
Emergency preparedness Medical devices and supplies

Antimicrobial stewardship

Infection prevention and control

Infection prevention and control

Health equity

Patient identification

For links to key ECRI and ISMP resources for each of these topics,
members can log in at ecri.org. For information on ECRI and ISMP
memberships, contact client services at (610) 825-6000, ext. 5891,
or clientservices@ecr.org.




2024 — ECRI Top Ten Heath Technology Hazards

o #2 - Inadequate or Onerous Device Cleaning Top 10 Health Technology  ExccutiveBrief
Instructions Endanger Patients Hazards for 2024 b

I
The List for 2024
1. Medical Devices May Pose Usability Challenges for Home Users, Risking Misuse
and Patient Harm
@ = 2. o Cleaning ions Endanger Patients
~ .—'@ 3. Sterile Drug Compounding without the Use of Technological Safeguards
Increases the Risk of Medication Errors
4. Overlooked Environmental Impacts of Patient Care Endanger Public Health
5.
m @ N
T

* “Successful reprocessing is made more

Insufficient Governance of Al Used in Medical Technologies Risks Inappropriate
nnnnnnnnnn

challenging, however, by the wide variation S -
in the content, quality, and feasibility of ° " “j;;m -

reprocessing instructions...” 6 @

e “..incomplete, impractical, or onerous MECRH s e
reprocessing instructions...”

call +1 (610) 8256000, ext. 5891; or wsllmm.ecrj.nrg

ief, ECRE; 2004,

e “ .reprocessing considerations should be
evaluated during the pre-purchase risk
assessment of a product.”




Regulations/Standards/Guidelines — U.S.
Regulations SI—IA

Occupational Safety

A rule or directive made and maintained by an authority and Health Administration

www . osha.gow

Mandatory

SAFER » HEALTHIER » PECGPLE"

Standards

Requirements and specifications to ensure consistency and

Wy:ANSOC‘IEry%
fit for purpose @é

N TS TN AL

SGHNA.

Voluntary, but can become mandatory

AAMI

Guidelines, Recommended Practices, Technical Information Advancing Safety in Medical Technology
reports
Technical guidance, information or preferred procedures y A AAAHC

' T]'le J()il'lt Ct)mmission ACCREDITATION ASSOCIATION

fE??' AMBULATORY HEALTH CARE

regarding a given topic

Voluntary but with interpretation


http://www.aami.org/

Regulations/Standards/Guidelines — U.S.

Regulations
A rule or directive made and maintained by an authority

Mandatory

Standards

Requirements and specifications to ensure consistency and
fit for purpose

Voluntary, but can become mandatory

Guidelines, Recommended Practices, Technical Information
reports

Technical guidance, information or preferred procedures
regarding a given topic

Voluntary but with interpretation

OSHA

Occupational Safety

and Health Administration
www . osha.gow

SAFER » HEALTHIER » PECGPLE"

i0g Safety in Medscal Technology

' T]'le J()il'lt Ct)mmission ACCREDITATION ASSOCIATION

fE??' AMBULATORY HEALTH CARE



http://www.aami.org/

This is, and has been, a dynamic process —
stay connected and up-to-date

23] U.5. Fo0D & DRUG ues

| C Centers for Disease Control and Prevention
3 CDC 24/7: Saving Lives, Protecting People™ Search [

ADMINISTRATION

+~Home / Medical Devices / Medical Device Safety /  Safety Communications | The FDA is Recommending Transition to Duodenoscapes with Innovative Designs to Enhance Safety: FDA Safety Communication Advanced Search =

Emergency Preparedness and Response

The FDA is Recommending Transition to
Duodenoscopes with Innovative Designs to

Enhance Safety: FDA Safety Communication SRR (DC/FDA Health Update about the Immediate Need for

HAN Jurisdictions

e Healthcare Facilities to Review Procedures for
e Tpes Cleaning, Disinfecting, and Sterilizing Reusable

Resources for Emergency Health Professionals > Health Alert Network (HAN) > HAN Archive > 2015 OO0 0 0 0O

Sign Up for HAN Updates d' l 1
Safety Communications Update as of April 10, 2020: The FDA continues to recommend that hospitals and endoscopy faciltes transition to innovative Content current as of: Me lc a D eVlceS
duodenoscape designs to help improve cleaning and reduce contamination betiween patients, including designs with disposable 0724/

‘ e B HAN Archive
o caps or distal ends. When using these innovative duodenoscapes, remember to follow the manufacturer's inslructions for the . . i
200 ey Commricons assembly o the caps and distal ends. The FDA is not aware o any patient njures related to hese innovative duodenoscope Archived: This Page IsNo Longer Belng Updated
designs. However the manufacturers, Fujfilm, Pentax and Olympus have in total submited 10 reports of device malfunctions, 2020

2019Safety Commuricatons suchas emoable cas or ends fllng of curng endoscopeelogradechlaniopcreogapty (ERCP). Of tesedeie This information is for historic and reference purposes only. Content has not been updated since the last reviewed
malfunctions, only three occurred with models that are marketed in the United States. '
2019 date at the bottom of this page.

2018 Safety Communications

Duodenoscopes play a vital role in the assessment and treatment of diseases and 218
2017 Safety Communications conditions of the pancreas and bile ducts, and are used in more than 500,000 endoscopic
retrograde cholanglopancreatography (ERCP) procedures each year in the U.S. These i ] A k

devices have complex designs that include reusable hard-to-clean components. Failure to (DC
correetly renraress a dnodenoseone conld rasnlt i fisane or fnid from ne natient <

This is an official

2016




Safety Communications

Subscribe o Emal Updaies 'F Shore | W Post | A Linkedin | 88 Ermai &= Ot

The FDA posts Medical Device Safety Communications to describe the FDA's analyvsiz of a

Safety Communications
h‘ current izsue and provide specific regulatory approaches and clinical recommendations for

Content current as of:
02/21/2024

2024 Safety patient management.

Communications Regulated Product(s)

Madics! Deviess

The most recent safety communications are listed by vear. Older safety communications ! =
Radiaticn-Emitting Products

2023 Safety are denoted by {Archive).
Cornmunscations

Safety Communications
2022 Safety
Communications « 2024 Safety Communications

- oS Communicaton: https:/ /www.fda.gov/medic
+ 222 Safety Communications al-devices/medical-device-
« 2021 Safety Communications £ (Archived) SofetV/ Sqfetv—

» 2020 Safety Communications (& (Archived) J - —

. 2010 Safet; Communications (' (Archived) communications

» 2018 Safety Communications (' (Archived)
» 2017 Safety Communications (' (Archived)

« 2016 Safety Communications ' (Archived)

« 2015 Safety Communications (4 (Archived)

« 2014 Safety Communications ' (Archived)
« 2013 Safety Communications (£ (Archived)
« 2012 Safety Communications ' (Archived)
« 2011 Safety Communications (£ (Archived)

« Safetv Communications Izsued Prior to 2011 £ (Archived)

Additional Resources

« Report to Congress: Postmarket Device Safety-Related Communications



https://www.fda.gov/medical-devices/medical-device-safety/safety-communications
https://www.fda.gov/medical-devices/medical-device-safety/safety-communications
https://www.fda.gov/medical-devices/medical-device-safety/safety-communications
https://www.fda.gov/medical-devices/medical-device-safety/safety-communications

06-25-21 - supplement to their 2015 safety
communication re: flexible bronchoscopes.

Reminder — carefully follow manufacturers’
IFUs.

Consider sterilization instead of HLD.

Do not use damaged devices, or those failing
leak tests.

Routine inspection and maintenance.

Consider single-use bronchoscopes where
there is increased risk.

Updated information on related MAUDE
reports.

U.S. FOOD & DRUG
O TE

«—Home / Medical Devices / Medical Device Safety / Safety C

/ Elexible Br and Updated Recommendations for Repracessing: FDA Safety Communication

Recommendations for Reprocessing: FDA Safety

Safety Communications

2021 Safety Communications

2020 Safety Communications

2019 Safety Communications

Flexible Bronchoscopes and Updated

Communication

 Share W Tweet | i Linkedin | % Email | & Print

Date Issued: June 25, 2021

The U.S. Food and Drug Administration (FDA) is providing updated information about
medical device adverse event reports and recommendations for health care providers on
bronchoscopes.

This is a supplement to the 2015 safety communication (' on reprocessed flexible
bronchoscopes.

Recommendations for Patients and Caregivers

Thn vnnnescandaticne hoon snt ahanaead fraes ha Gantarm o ans = oofad nnsnmaninatice.

Content current as of:
06/25/2021

Regulated Product(s)
Medical Devices




04-04-22 — significant reprocessing
instruction change.

(p2Y U.S. FOOD & DRUG

ADMINISTRATION

* FDA hotlce e p.’?\tler.wt In.fectlons.and UPDATE: Change in Reprocessing Methods with
possible contamination issues with Certain Karl Storz Urological Endoscopes -

urological scopes. Letter to Health Care Providers

f Share | W Tweet | in Linkedin | % Email | & Print

April 4, 2022
Letters to Health Care prit4,

* Reprocessing failures identified after 15 113, Fod D Aldfitotion (DA oo e th sk ptien

infections and contamination issues associated with reprocessed urological endoscopes,

F DA re q u e Ste d Va I i d a t i O n te St i n g . the FDA is aware that the current reprocessing instructions for certain urological

endoscopes manufactured by Karl Storz are inadequate and are being changed updated by

Karl Storz. The affected urological endoscopes include cystoscopes, ureteroscopes,
cystourethroscopes and ureterorenoscopes, used for viewing and accessing the urinary
tract.

In April 2021, the FDA communicated about reported patient infections and possible
H tamination issues with reprocessed urological endoscopes. At the FDA’s request, Karl
. Volunt Il by manufact th ey i P
O U n a ry re Ca y a n U a C U re r W I Storz conducted reprocessing validation testing on a sample of flexible urological
endoscopes and identified reprocessing failures following high-level disinfection.

u rg e n t fi e | d S a fety n Ot i C e -_— d i S C O n t i n u e Inadequate reprocessing of urological endoscopes may increase the risk of patient

infection.

H I_ D a n d I_CS - Ste r | | | Z e | n St e a d . On April 1, 2022, Karl Storz initiated a voluntary recall and issued an urgent field safety

notice (' to instruct users to discontinue all high-level disinfection methods for all affected

urological endoscopes and discontinue liquid chemical sterilization for most of the




04-05-22 — update to 04/2020 Safety
Communication.

B an official website of the United States government Here's how you know v

U.S. FOOD & DRUG

ADMINISTRATION

* Provides new information to support

transition to ful ly/pa rtial Iy d 15p05a ble Use Duodenoscopes with Innovative Designs to
duodenosco pes. Enhance Safety: FDA Safety Communication

+—Home / Medical Devices / Medical Device Safety / Safety | Use with Innovative Designs to Enhance Safety: FDA Safety C

fshare | W Tweet | in Linkedin | 5 Email | & Print

* Provides new information re:
completed postmarket surveillance

The U.S. Food and Drug Administration (FDA) is updating the April 2020 Safety 04/05/2022

. 2022 Safety Communications Communication to provide new information supporting the transition to fully disposable Regulated Product(s)
St u I e S . duedenoscopes and those with disposable components as well as new information on Medical Devices
2021 Safety Communications completed postmarket surveillance studies (also known as 522 studies).
2020 Safety Communications Given the cleaning concerns and contamination data with fixed endcap duodenoscopes

e, .
[ H C F h I d I t t t t and the increasing availability of duodenoscope models that facilitate or eliminate the

S O u C O m p e e ra n S I I O n O 2019 Safety Communications need for reprocessing, hospitals and endoscopy facilities should complete transition to
innovative duodenoscope designs that include disposable components such as disposable
n e W e r d u O d e n O s C O p e s endcaps, or to fully disposable duodenoscopes. The use of a removable component to

° facilitate cleaning leads to significantly less contamination; interim results from one

duodenoscope model with a removable component show a contamination rate of just
0.5%, as compared to older duodenoscope models which had contamination rates as high

[ ] C O n ta m i n at i O n ra te S : as 6%. Use of the newer models of duodenoscopes can reduce the risk of infection for

patients, compared to the older fixed endcap duodenoscope models. Duodenoscope
manufacturers no longer market fixed endeap duodenoscopes in the US, and fixed endcap
duodenoscopes still in use at healthcare facilities should be replaced with newer

* Older models — as high as 6%.

. Recommendations for Patients and Caregivers
* One newer model with -
disposable components — 0.5%




FDA recommendations

Follow manufacturer’s [FUs.
Adhere to professional reprocessing guidelines.
Have a comprehensive QC program.

Required documentation:
* Training
* Competencies
e Quality monitors




Regulations/Standards/Guidelines — U.S.

o Standards

* Requirements and specifications to ensure consistency SGM
and fit for purpose

* Voluntary, but can become mandatory

o Guidelines, Recommended Practices, Technical

Information reports @AORN

* Technical guidance, information or preferred procedures
regarding a given topic

* Voluntary but with interpretation AAMT

Advancing Safety in Medical Technology



http://www.aami.org/

Organization

SGNA - Society of

AORN - Association of

AAMI - Association for

ASGE - American

publication

Gastroenterology periOperative the Advancement of  [Society for
Nurses and Associates [Registered Nurses Medical Gastrointestinal
Instrumentation Endoscopy
Most recent year of 2023 2022 2022 2021

Standard/Guideline
Title

Standards of Infection
Prevention in
Reprocessing of Flexible
Gastrointestinal
Endoscopes

Guidelines for
Perioperative Practice:
Flexible Endoscopes

ANSI/AAMI ST91: 2021
Flexible and semi-rigid
endoscope processing
in health care facilities

Multisociety guideline
on reprocessing flexible
Gl endoscopes

and accessories

Replaces previous
publication year

2018

2019

2015

2016




SGNA Standards and Practice Guidelines

Standards of Infection Prevention in mg of Flexible G,

Standards of Infection Prevention
in
Reprocessing Flexible Gastrointestinal

Standard of Infection Prevention in the Gastroenterology Endoscopes
Setting (2019)

Management of Endoscopic Accessories, Valves, and
Water and Irrigation Bottles in the Gastroenterology

Setting (2018) SQNA(

Society of G gy Murses and

Standards of Infection Prevention in Reprocessing of
Flexible Gastrointestinal Endoscopes (2023)

Guidelines for the Use of High-Level Disinfectants &
Sterilants in the Gastroenterology Setting (2017)

Soxiety o Gastrumnbircligy Nissves arnd Avexiales, Inc.

https://www.sgna.org/Practice/Standards-Practice-Guidelines



https://www.sgna.org/Practice/Standards-Practice-Guidelines

ASG E — I\/I U |t|SOC|ety G U |d e | | n eS = https://www.giejournal.org/article/S0016-5107(20)34851-3/fulltext

Communication
from the ASGE
Quality Assurance
In Endoscopy
Committee

@ FrasD

American Society for THE STUDY QF LIVER DISEASES

Gastrointestinal Endoscopy

MULTISOCIETY TASK FORCE ARTICLE @

; = .
Armerican
Gastroenterological = ’
Association " SAFE SURGERY TOGETHER Assciciation for Profassionals

Infection Control and Epidemiology

=ASCA [=] ASCRS

Ambulatory Surgery Center Association American SOCiety Of
Colon & Rectal Surgeons

N[ [ | f ;
AL
Fll‘.’=='
Society of Gastroenterology Nurses and Associates, Inc. \ |

7
g‘k 1 The Society for Healthcare
@ . Epidemiology of America

Multisociety guideline on reprocessing flexible GI endoscopes ) |
and accessories i

Lukejohn W. Day, MD," V. Raman Muthusamy, MD, MAS,” James Collins, BS, RN, CNOR,’

Vladimir M. Kushnir, MD,* Mandegn S. Sawhney, MD, MS,” Nirav C. Thosani, MD,° Sachin Wani, MD’

Microsoft Tea-ms

January 2021



<AORN

FACILITY REFERENCE CENTER

GUIDELINES AT AGLANCE TOOLS FAQS BOOKS Search...

Home > Guidelines

Flexible Endoscopes

BOOKVIEW QUICKVIEW

T Expand All Sections 2F Contents = Print * Share Q_ Search Tips

AORN — Guideline for Introdiuctior

The Guideline for Processing Flexible Endoscopes has been approved by the AORN Guidelines
Advisory Board. It was presented as a proposed guideline for comments by members and others. The

guideline is effective February 1, 2016. The recommendations in the guideline are intended to be

P ' Flexibl
E n d O S C O e S which the guideline can be implemented. AORN recognizes the many diverse settings in which
perioperative nurses practice; therefore, this guideline is adaptable to all areas where operative or

other invasive procedures may be performed.

achievable and represent what is believed to be an optimal level of practice. Policies and procedures

will reflect variations in practice settings and/or clinical situations that determine the degree to

Purpose

This document provides guidance to perioperative, endoscopy, and sterile processing personnel for

processing all types of reusable flexible endoscopes and accessories. Recommendations are provided

for design and construction of the endoscopy suite as well as for controlling and maintaining the

2022




ANSI/AAMI ST91: 2021 — Released 3/3/22

Contains best practices for endoscope reprocessing
in ANY setting

Excludes TEE/ultrasound probes

Coincidental work - TIR 99: processing of US
probes & dilators

ANSI/AAMI
ST91:2021

Flexible and semi-rigid
endoscope processing in
health care facilities




Focused changes
to ST91 —

next presentation ANSI/AAMI
S191:2021

Flexible and semi-rigid
endoscope processing in
health care facilities




Organization SGNA - Society of AORN - Association of |JAAMI - Association for |[ASGE - American

Gastroenterology periOperative the Advancement of  [Society for
Nurses and Associates [Registered Nurses Medical Gastrointestinal
/\ //E\ mentation /%opy

/ /
Most recent year of KZOB 2022 2022 2021
publication

Standard/Guideline Standards of Infection |Guidelines for ANSI/AAMI ST91: 2021 Multisociety guideline

Title Prevention in Perioperative Practice: |Flexible and semi-rigid |on reprocessing flexible
Reprocessing of Flexible[Flexible Endoscopes  |endoscope processing |Gl endoscopes
Gastrointestinal in health care facilities [and accessories

dascopes
pRExcoP

<

A AN PAVAN

201 % 22/06

Replaces previous
publication year

é}?
N\ PN
paN ya




Institutional
policies

ASGE

* “Endoscopy unit has a written environmental disinfection and
endoscope reprocessing policy and staff are oriented to it.”

AAMI

* “The health care facility should establish a multidisciplinary,
comprehensive, written quality assurance and safety program for all
aspects of endoscope processing.”

AORN

* “The healthcare organization must develop policies and procedures
for processing flexible endoscopes, review them periodically, revise
them as necessary, and make them readily available in the practice
setting in which they are used.”

SGNA

» “Best practices recommend...develop policies and procedures that
focus on endoscope reprocessing.”




Flexible Endoscope Reprocessing Steps

(adapted from Society of Gastroenterology Nurses and Associates)

1. Precleaning  gad 2. Leaktesting g 3. Manual cleaning e 4. Rinse after

cleaning

6. High-level
-includes cleaning [ disinfection or Gl 7. Rinse after HLD Eamed 8. Drying after HLD

5. Visual inspection

verification sterilization

9. Storage




rerrocessingstee: POINT Of use Treatment / Precleaning / Handoff

o Follow IFU
o Keep scopes moist for transport.

o Processing personnel need to know how long the endoscope has been awaiting
processing

* To establish priority order.

* To determine whether routine processing within the manufacturer’s
recommended time to cleaning is achievable.

* If not, requires implementing the manufacturer’s procedures for delayed
processing.

o Communicate procedure end time/precleaning start time
* Need a method for conveying that time to reprocessing staff

* AAMIST91 (2021): “Handoff communication from point of use to the
decontamination area shall include at minimum — patient identifier, date of
procedure, and time point of use treatment was completed.”




SO”ed Tra nsport . Containment — commonly solid,

leakproof, puncture resistant

containers or transport carts

. Prevent cross contamination and

damage to device

. Appropriate size transport container

. Labeling as contaminated (biohazard),

NOT patient ready
. In U.S., needs to meet OSHA

hazardous transport guidelines

. For offsite transport in U.S., needs to

meet D.O.T., state, local regulations.




Delayed Reprocessing (Olympus)

o 1 hour hold time between precleaning &
manual cleaning, and between manual
cleaning & high-level disinfection

TIME'S
UP!

o IFU: Soak up to 1 hour for surgical scopes &
up to 10 hours for Gl scopes

o Customer statement 2018 -

https://medical.olympusamerica.com/sites/default/files/us/files/p
df/Performing-a-Presoak-When-Endoscope-Reprocessing-is-

Delayed.pdf

o Reprocessing Manuals: “Presoak for Excessive
Bleeding and/or Delayed Reprocessing”


https://medical.olympusamerica.com/sites/default/files/us/files/pdf/Performing-a-Presoak-When-Endoscope-Reprocessing-is-Delayed.pdf
https://medical.olympusamerica.com/sites/default/files/us/files/pdf/Performing-a-Presoak-When-Endoscope-Reprocessing-is-Delayed.pdf
https://medical.olympusamerica.com/sites/default/files/us/files/pdf/Performing-a-Presoak-When-Endoscope-Reprocessing-is-Delayed.pdf

REPROCESSING STEP: Leak testing

Common Errors

Not performed every cycle

Moisture in connector or water-
tight cap

Soapy or reused water

Too small sink (minimum 16x16)
Entire scope not immersed

Not flushing with syringe of water

Scope not pressurized before
Immersion

Angulation controls and switches
not manipulated

Performed too quickly (30
seconds at least)

DEPARTMENT OF
Poor QuALITY
CoNTROL




REPROCESSING STEP: Leak testing — QC fOI’ leak testers

o Faulty leak testers are both a device and an infection
risk.

o Incorrect pressure output handicaps complete discovery
of leaks —a common repair issue.

o (Olympus IFU wording) “Depress the pin located inside
the connector cap of the leakage tester and confirm that
air is emitted from the connector cap with a whoosh
sound.”

o Part of a facility’s quality management program to verify
their equipment.

o AAMI ST91 (2021): "Automated leak testers should be
placed on a calibration schedule to verify the leak tester
is producing the correct pressure. Manual handheld leak
testers and leak tester tubing should be inspected for
damage, leakage, and pressure output”.




REPROCESSING STEP: Manual cleaning = BRUSH | NG

AAMI ST91 (2021): “Use brushes of the length, width, and material specified by the
endoscope manufacturer’s written [FU”.

SGNA: “Use a brush size compatible with each channel, bristles should contact all
surfaces.”

AORN: “compatible brush in accordance with the manufacturer’s IFU”.

Multisociety Guideline: “Use brushes appropriate for the size of the endoscope
channel, parts, connectors, and orifices (e.g., bristles should contact all surfaces) for
cleaning.”



What About Automated Cleaning in an AER?

Some have FDA cleared cleaning claims.

AAMI ST91 (2021):

If considering replacing full manual cleaning with automated cleaning, “convene a

multi-disciplinary team to conduct a risk assessment”.

When it comes to duodenoscopes, the FDA recommendations are reinforced - that
AER cleaning cycles only be a supplement to thorough manual cleaning.

SGNA:;

“..users are strongly encouraged to perform both (manual cleaning and brushing)
even when automated washing of endoscope channels is used. The redundancy
achieved by adding an automated washing step following manual cleaning can
provide an extra level of safety.”



REPROCESSING STEP: | NS pecti on

Standards & Guidelines -
AAMI
AORN
SGNA

Multisociety Guideline

All support the practice of using lighted
magnification for inspection.




Cleaning verification

*Research and investigations have highlighted
the limitations of manual cleaning,.

*Soil/biofilm that remains after cleaning may
interfere with the disinfection or sterilization
process.

*Cleaning verification as a part of focused
Inspection.

*Cleaning verification tests serve as a marker to
show that the steps for processing
followed resulted in an adequately cleaned
endoscope.

] CLEANING VERIFICATION

AAMI

SGNA

AORN

“High-risk endoscopes ...shall be evaluated with
cleaning verification tests after each use”.

"Facilities should consider a method of manual
cleaning verification."

"Manual cleaning of flexible endoscopes should
be verified using cleaning verification tests
when new endoscopes are purchased and at
established intervals".



Enhanced visual inspection and cleaning verification —

best practice and quality control that helps you evaluate
what the naked eye cannot




Reprocessing step - D ry| ﬂg
Scopes must be completely dry before going into storage or used clinically.

Follow manual or AER cycle with instrument quality air drying.

(AER cycles are an air purge only)

How do you know its dry? - Inspect with borescope or use a drying test

AORN: “Drying should be completed outside of the AER, even when the AER has an air
purge or extended dry time feature.”

SGNA: “Drying the endoscope after every reprocessing cycle, both between patient
procedures and before storage, is crucial.”

AAMI ST91 (2021): Channeled endoscopes dried for a minimum of 10-minutes with
pressure-regulated forced instrument air or a minimum of HEPA-filtered air.

Multisociety Guideline: “Endoscopes should be completely dried after reprocessing and
before use”.




Reprocessing Step - StO 'a ge

* AORN and AAMI ST91 (2021): Drying cabinet preferred. If
not, then cabinet with HEPA filtered air.

* Can not rely on hanging to dry!

* Cabinet maintenance

* Check with manufacturer

* Have it proceduralized




Labelling for identification post processing

* AORN: “Use a distinct visual cue to identify flexible endoscopes
that are ready for use”

* SGNA: Have a system in place to for identify scopes that are
clean and ready to use

* AAMI ST91 (2021): “Before it is placed in the storage cabinet, a
label or tag should be attached to the processed endoscope that
includes:

* a) the processing date

* b) the name(s) of the person(s) who performed the
processing, optionally as specified by facility policy; an

* ¢) expiration date, based on facility’s established risk
assessment, if applicable.”

Date

HIGH LEVEL
DISINFECTED

Initials

Process 8,




Current recommendations for length of storage “hang time”

* AORN, Multisociety Guideline, and AAMI ST91 (2021): Perform a risk assessment with a
multi-disciplinary team to establish a policy for maximum storage time that processed

flexible endoscopes are considered safe to use without reprocessing.

* SGNA: “SGNA supports a 7-day storage interval...”




FDA Safety Communications

Supplemental Measures to Enhance Duodenoscope Reprocessing: FDA Safety Communication - August

4, 2015 = http://wayback.archive-it.org/7993/20170722150658/https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm454766.htm

Provides a list of supplemental duodenoscope reprocessing measures that facilities
can use in addition to current IFUs for additional risk mitigation.

* Microbiological Culturing
* Ethylene Oxide Sterilization

* Use of a Liquid Chemical Sterilant Processing System

: b L ovel Dicinfect




Microbial Surveillance

* Options include:
* Traditional culturing

* Gram negative test kits

* Not ATP or cleaning verification tests

* AAMIST91 (2021): “Although the use of (microbial surveillance) is
voluntary...data can be used as part of an overall quality control program”.
Note the FDA mandated surveillance testing that showed 5.4% of cultured
scopes were positive for organisms of concern.

* AORN: “Convene an interdisciplinary team...to evaluate the need to
implement...”

* SGNA: “Surveillance cultures remain the most reliable indicator of residual
contamination on reprocessed endoscopes.”



Sterilization of endoscopes

* Spaulding: Standard of care for critical and semi-critical devices

* Semi-critical: If sterilization is not possible, then HLD

* More modalities compatible with surgical flexible endoscopes

* Sterilization is dependent on adequate cleaning, drying and device
preparation




Sterilization

Surgical scopes - many compatible with vaporized hydrogen peroxide systems

STERRAD in Olympus IFU

V-Pro not in IFU - found in customer letters

ETO compatible with all Olympus scopes

Sterilization is dependent on adequate cleaning, drying and device preparation

Store flat in wrap according to hospital policy




Revised labelling for Olympus URF-P6,
URF-P6R, V, V2, V2R

* Ureteroscope recall

* Olympus new manuals and letter dated 1/17/18
* Scope tips can break off in patient
* Also changed reprocessing instructions
* Requires sterilization!
* Removed HLD info

* Inspection required prior to use




Develop an action plan for sterilization

Inventory scopes — what models do you have
Look at compatibility with sterilization methods

Move all scopes that can be easily sterilized to sterilization!

* Surgical flexible scopes: bronchoscopes, ureteroscopes, cysto, hystero, ENT, etc.

Look at remaining scope inventory (Gl scopes)
* Prioritize by risk (e.g. duodenoscopes)
* Based on FDA recommendations, do something

* Sterilize, culture, liquid chemical sterilization, double HLD

May need to adjust inventory levels of scopes




Trends and technology

Semi- and fully-disposable endoscopes.
Increasing number of endoscope drying modalities.
R&D: low temperature sterilization and automated cleaning.

Increased emphasis on bronchoscopes and other “high-risk endoscopes” -

cystoscopes, duodenoscopes, endobronchial ultrasound endoscopes, linear
ultrasound endoscopes, ureteroscopes.

Aerosol and splash risks in endoscopic procedures and endoscope
processing.



ENSURE BEST PRACTICE FOR ALL STEPS

5. Visual inspection
- includes cleaning
verification

4. Rinse after

1. Precleaning ommd 2. Lleaktesting md 3. Manual cleaning :
cleaning

6. High-level
disinfection or gl 7. Rinse after HLD o LD 9. Storage
sterilization

8. Drying after




Conclusion

SEEK PROVEN INFORMATION FOR BEST PRACTICE

* Standards & guidelines organizations
* Professional Societies

* Peer-reviewed literature & research




John Whelan BSN, RN
Clinical Educator
Healthmark Industries

TR TR T T

. | 4 . o -
jwhelan@hmark.com —

Y Fealthmark

A Getinge company

www.hmark.com | healthmark@hmark.com | 800.521.6224
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nPIET:@ GREAT LAKES
All webinars are from 1-2 PM EST

June — See you in San Antonio for APIC!
July 16t — LTC: NHSN Reporting
August 20t — Member Presentations
October 10t — APIC-GL Fall Conference!
November 19t" - TBD

Please note this schedule is subject to change. All changes and additional event details will be communicated vi

Please direct questions to Kelsey Ostergren — kostergren@mbha.org,
Chau Nguyen - chau.nguyen@corewellhealth.org, or Denise Parr — parrd1@michigan.gov



mailto:kostergren@mha.org
mailto:chau.nguyen@corewellhealth.org
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APIC-GL site — webinar slides
Our Events - APIC Chapter 077 - Great Lakes

YouTube channel— webinar

Session Recordings
NOW AVAILABLE! -

APIC GreatLakes
11 subscribers

AAAAA

- APIC Great Lakes: TililEt
o g 2021 Educational
Wel
£ Vebin "

OSHA ETS Update: Presented  APIC Great Lakes Town Hall, Put me in, Coach! Leading
ons: Bringing the... by MIOSHA August 2020 Without Authority

42 views - 6 months ago 7 views - 9 months ago 49 views - 9 months ago



https://community.apic.org/greatlakes/events/recentcommunityeventsdashboard
https://www.youtube.com/channel/UCOz4fmS0iC7v_OrP3eZp6dQ

™)
APIC GREAT LAKES

If you have an open position you would like
to post to the APIC-GL webpage, please
email our web master Rebecca Battjes
(apicgreatiakes@gmail.com)

Job Postings



https://community.apic.org/greatlakes/resources/new-item

e
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APIC GREAT LAKES

Thank you for joining us today!
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