Mitigating Risks of Processing
Reusable Medical Devices in

Ambulatory Care Settings

AORN-Healthmark
ASC Instrument Reprocessing Webinar
10-07-2021

JOHN WHELAN BSN, RN

CLINICAL EDUCATION SPECIALIST
HEALTHMARK INDUSTRIES

JWHELAN@HMARK.COM



Continuing Education Provider

OOOOO

: PFIEDLER

o0’

A Division of AORN

Sponsored by

(%% healthmark




)

O Clinical Educator for Healthmark Industries.

o
g
.

John Whelan BSN, RN
jwhelan@hmark.com

O Healthcare career - More than 40 years.

e 20 vyears in Endoscopy.

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

0 Memberships:
*  SGNA, ASGE, APIC, AORN, AAMI.


mailto:jwhelan@hmark.com

| am an employee of Healthmark Industries Fraser,
Michigan USA — a manufacturer and distributor of medical
products to healthcare facilities and healthcare
professionals.

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 quality, 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

Discuss the processes and practices for reusable device processing that put
ambulatory clinical sites — and their patients - at risk.

B

Review the applicable best practice standards and guidelines for device
processing.
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|dentify key strategies for identification and mitigation of related risks.
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Common Amb. Care sites -not all inclusive

Allergy Otolaryngology

Cardiology Pulmonary

Emergency Radiation Oncology
Endoscopy (Gl/Pulmonary) Sleep Labs

Family Medicine Speech Pathology

OB/GYN & Women's Health Surgery Clinics
Ophthalmology Urology and Urology Oncology

Oral Surgery



Potential Amb. Care sites with local HLD/sterilization —and common reusable devices requiring processing
- not all inclusive

Allergy — endoscopes

Cardiology — pneumotachs

Emergency — endoscopes, laryngoscope blades

Endoscopy (GI/Pulmonary) — endoscopes, dilators, manometry probes
Family Medicine — vag. specs, endocavitary US probes, fitting diaphragms
OB/GYN & Women's’ Health - vag. specs, endocavitary US probes, fitting diaphragms, endoscopes
Ophthalmology - tonometers

Oral Surgery - endoscopes

Otolaryngology — endoscopes

Pulmonary — endoscopes, laryngoscope blades, trachs

Radiation Oncology — endoscopes, rectal bx probes

Sleep Labs — sleep masks/appliances

Speech Pathology - endoscopes

Surgery Clinics — endoscopes, anoscopes, dilators

Urology and Urology Oncology - endoscopes, rectal bx probes, endocavitary US probes



» ECRI

ECRI Institute
https://www.ecri.org/

SPECIAL REPORT

Top 10 Patient Safety
Concerns 2020

Executive Brief

Organizations across the continuwm of care are striving to become high-reliability organizations,
and part of being highly reliable means staying vigilant and identifying problems proactively.
This annual top 10 list helps organizations identify looming patient safety challenges and offers
suggestions and resources for addressing them.

The List for 2020

1. Miszed and Delayed Diagnoses

2. Matemnal Health across the Continuum

3. Early Recognition of Behavioral Health Needs

4. Responding to and Leaming from Device Problems
5. Device Cleaning, Disinfection, and Sterilization

6. Standardizing Safety across the System

7. Patient Matching in the Electrenic Health Record

8. Antimicrobial Stewardship

a. Owerrides of Automated Dizspensing Cabinets

10. Fragmentation across Care Settings
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#4 - Responding to and Learning from Device
Problems -

* Create a plan for device-related incidents,
towards better response, and limiting
reoccurrence.

#5 - Device Cleaning, Disinfection, and
Sterilization -

e “.. productivity pressures; lack of access to
current manufacturer instructions...lack of
necessary supplies; communication
breakdowns... and a lack of universal training
and certification requirements.”

#6 - Standardizing Safety across the System —

e “Cultures of safety” need to be reproduced
and maintained through all healthcare systems
- large and small.
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Common system risks

oMultiple sites performing High-level Disinfection (HLD)/sterilization

oMultiple staff/job families with varied experience/training
* Instr. Sterilizers, MAs/Techs, Therapists, Nurses, Physicians.

oMultiple devices
* Endoscopes, speculums, probes, trachs, tonometers, dilators, sterile instruments, etc.

oMultiple processes
* Glutaraldehyde, OPA, H202, Trophon, steam autoclave, etc.

oNever an institutional expectation for approval to use HLD/sterilization processes.



COMMON ROOT CAUSES

oProcesses in place but not followed
* No precleaning.

* Disinfectant test strip bottle not dated correctly.
* Incorrect product used for pre-soak.
* Inappropriate storage.

olLack of clarity/understanding re: standards
* Cleaning brushes

* Drying time after surface disinfection

Biohazard labelling

Double peel pack with inner pouch folded over
Storage of HLD items in proximity to reprocessing
* Qutside shipping containers in clean storage areas

This Photo by Unknown Author is licensed under CC BY-NC-ND

oMisalignment of policies with manufacturers’ Instructions For Use (IFU)
and/or standards

* Enzymatic detergent dilution


http://automation-beyond.com/2016/04/20/hidden-parts-of-the-performance-equation/
https://creativecommons.org/licenses/by-nc-nd/3.0/
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Where do we start with what isn’t happening, and what should be happening?

INTACT SKIN —
Cleaning and minimum of low-level disinfection.
Example devices: BP cuffs, stethoscopes
Example methods: surface disinfectant wipes

MUCOUS MEMBRANES or NON-INTACT SKIN —
Cleaning and minimum of high-level disinfection.
Example devices: vaginal specula, vaginal US probes, scopes
Example methods: glutaraldehyde, OPA

STERILE AREAS OF THE BODY -
Cleaning and sterilization.
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Example methods: steam autoclave
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Basic steps for any reusable medical device that requires HLD/sterilization processing

01 02 03 04 05 06 07 08 09

Point of use Soiled transport Manual/ Post-cleaning Packaging HLD or Post HLD rinsing Clean transport Storage
treatment/ automated inspection - (sterilization) sterilization and drying
precleaning cleaning then includes
rinse cleaning
verification




POINT OF USE TREATMENT/PRECLEANING

e At point of use — exam/procedure room.

* May be simple — e.g. wiping gross residual
off a vag. spec.

e May be more complicated — e.g. flushing
channels for a cystoscope.

 May involve prepackaged kits — e.g. with
enzymatic deterrent.

For surgical instruments, often involves
foaming sprays.




SOILED TRANSPORT

e 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

* Needs to meet OSHA hazardous transport guidelines

* For offsite transport, need to meet D.O.T., state, local

regulations.



IMPORTANCE OF CLEANING

CLEANING:

* The removal of all soil and
organic material.

* Must precede
disinfection/sterilization.

oSOIL that remains:

* May interfere with the ability of
the disinfection/sterilization
process to effectively destroy
microorganisms; and

* May contribute to biofilm

https://www.youtube.com/watch?v=phb7S mGtwE
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MANUAL/AUTOMATED CLEANING THEN RINSE

* Appropriate brushes — made for

cleaning medical devices.

* Negative pressure air flow — DOORS

REMAIN SHUT.

e Dirty-to-clean workflow.




POST CLEANING INSPECTION —incl.
cleaning verification

o Minimally gross visual inspection.

o BEST PRACTICE - enhanced visual inspection (lighted magnification).
e Allows items to be returned for additional cleaning if needed.
e Allows damaged items to be removed from service.

o Cleaning verification tests: Protein, Carbohydrate, Hemoglobin, ATP.




PREP and PACKAGING (sterilization)

* Inspection (cleanliness, damage)

* Functionality testing — e.g. scissors sharp, insulation testing.

* Contents correct - compared with count sheets.

* Proper packaging to facilitate complete and effective sterilization —
so all surfaces exposed

e Commonly seen in Amb Care. — peel pouches and trays.

* Chemical indicator strip inside peel packs

* External indicator tape for blue wrapped items.



HLD or STERILIZATION

HLD
. Minimum processing for semi-critical devices (per Spaulding’s, if \

sterilization available and compatible, should be used). T

. . . st ':\': .‘? K ¥

. Manual or automated liquid chemical exposure. ;%Fan oy lr 5
. Process monitoring: soak time, minimum effective concentration, . Sy i *l

temperature. ! §i

]

e  Complete rinsing critical.

5503
'NOMBER® Banass
8 95/02/2018

STERILIZATION
Tabletop steam sterilizer (AKA autoclave) - common to Amb. Care

. Not all devices can withstand steam sterilization (e.g. flexible

endoscopes).
. Physical, chemical and biological indicators.

e  Complete documentation of sterilization cycle.

e . - -~ - enuus
s O s saen




POST-HLD RINSING AND DRYING

. PPE used for cleaning was removed and hand
hygiene took place.

. Complete rinsing — as per mfr. IFUs.
. Pay attention to IFU re: quality of rinse water.
. Drying area and beyond is dedicated clean space.

. Post-HLD visual cues.



CLEAN/STERILE TRANSPORT

Containment intended to protect device and

minimize chance of contamination
* Trays and carts

* Avoid excessive handling

* Anything dropping to the floor is considered

contaminated



STORAGE

POSITIVE pressure space — doors remains closed.
Clean, protected (e.g. endoscope storage
cabinets).

Temperature/humidity controlled.

Not randomly kept amongst equipment. and
office supplies.

No food or drink.

Visual cues.




Objectives

A Discuss the processes and practices for reusable device processing that put
m ambulatory clinical sites — and their patients - at risk.

Review the applicable best practice standards and guidelines for device
processing.

283
1

|

|dentify key strategies for identification and mitigation of related risks.



What are expected cleaning and disinfection/sterilization practices based on?

1. Manufacturer’s Instructions For Use (IFU)
2. National guidelines and standards

3. Institutional policies



Manufacturer’s Instructions for Use (IFU)

KEY EXPECTATIONS: REMEMBER THIS REFERS TO:
oHave IFUs readily available o |FUs for devices being processed
o |FUs for automated processing

oKnow the IFUs :
equipment
oFollow the IFUs

o IFUs for chemistries
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Integra® Miltex INTEGRA
Pessary Fitting Set
Directions for Use/English
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Description
The Pessary Fitting Set is to help determine the proper style and size of pessary for each patient. It includes six
popular Ring ies and an d cross-ref e chart to use in selecting the appropriate pessary.

Indications for Use
The Pessary Fitting Set is designed for the physician to determine the proper size and type of pessary for the
patient before prescription is written,

Contraindications
Pessary Fitting Set is contraindicated in patients with acute genital tract infections, pelvic infections, or
non-compliant patients.

Precautions
Pessary Fitting Set is not designed for at home patient use. The Pessary Fitting Set is supplied non-sterile.

Cleaning and Sterilization Instructions

1. Cleaning: submerge in enzymatic cleaner for 20 minutes, Remove from enzymatic cleaner and rinse
thoroughly with demineralized water. Allow to dry completely prior to sterilization.
Disinfecting: use high level disinfecting solution. Be sure to review and follow manufacturer of the
disinfection solution’s instructions for use.

2. Recommended Sterilization Parameters:

Sterilizer Exposure Temperature Exposure Time
Pre-Vacuum 132°C (270°F) 4 minutes
Gravity Steam 121°C (250°F) 30 minutes
Gravity Steam 132°C = 126°C (270°F = 275°F) | 10 minutes

Returned Goods Policy

Products must be retumed in unopened packages with manufacturer’s seals intact to be accepted for
replacement or credit unless returned due to a complaint of product defect. Determination of a product
defect will be made by Integra. Products will not be accepted for replacement if they have been in the
possession of the customer for more than 90 days.

Product Information Disclosure

INTEGRA AND ITS SUBSIDIARIES ("INTEGRA") AND MANUFACTURER EXCLUDE ALL WARRANTIES, EXCEPT
INTEGRA'S APPLICABLE STANDARD WARRANTY WHETHER EXPRESSED OR IMPLIED, INCLUDING BUT NOT
LIMITED TO, ANY IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
NEITHER INTEGRA NOR MANUFACTURER SHALL BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL
LOSS, DAMAGE, OR EXPENSE, DIRECTLY OR INDIRECTLY ARISING FROM USE OF THIS PRODUCT. NEITHER
INTEGRA NOR MANUFACTURER ASSUME NOR AUTHORIZE ANY PERSON TO ASSUME FOR THEM ANY
OTHER OR ADDITIONAL LIABILITY OR RESPONSIBILITY IN CONNECTION WITH THESE PRODUCTS.

!




OLYMPUS

INSTRUCTIONS

CY3TO-HEPHRO VIDEDBCOPE

OLYMPUS CYF-VH
OLYMPUS CYF-VHR

Mot equipped with the sucton Snction

» dnriizadon cas (WA L1538
» CRunsal cmasing b [BW-155)
» GRanee-ppening desring brush (WH-S0F)

» Forcazadrigution phog [hekited type) [MAJSE1]
1 Thm roducd may el b svalebls i mTE SreER

) = g?

Risfer to the sndozcnoe’s companion manual, the “0F=q
cevver, for oparafion Imformation.
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Directions for use
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which are used to mmnmd mmmaa patient’s arway end aid mammm nl & tracheal tube.
Ahoul this docunenl

T \Welch Allv reusati "
asmsvcmemaummma.samu S sandar,
wm Aﬂyn reusable rechargeable fber optic uyrqesm mmwnz & 60835 may be used with

g des: 60713 GR35

621X, and Miler 308X
\Welch Allyn vmm rechargeable standard lanyngoscoy mrdes (60710 & 60720} may be used with
Welch Allyn ! Ma:{*umh 9%0( English M and Miller 604X
and 68470 (standard|
A Warnings
WARNING. WWelch Allyn ressabie recharg m d aher each
use

\WARNING: Th regrocessing procedure and the equipment and matesials descrived must be followed
and conducted by parsons trined and familiar with medical device reprocessing

WARNING (: d dhsinfecting ages Instructions for thelr proper preparation
ind use.
WARNING the handle. Folk dures

A58 damage has not occurmed 1o the hande

WARNING High leval diinfection andor steilization are not achieed by these mathods
WARNING: Lamgs, it emingtad, could genecato sufficient heat 1o cause bums.
WARNING. 0iscard any componant that shows evidence of damage or deterceation

WARNING: Do not madity this aquipment. Acy modification of this ecument may kead to patient iyury
Any modification of this equipment volds the product warranty.

WARNING: Persanviel shall follow the faciby policies and proceduees and wesr aggyopeiate persoral
protective equipment when handling potentially contamenated equipment

WARNING: Laryrgascope oguipmant I ot sultabl for use n etenso magnati: s

A Cautions

CAUTION. Faikre to folow these instructions may causse damage % thes e

CAUTION: 0 not immetsay/sosk handhe, damage to handlo mary oceu

CAUTION: Only use larmp spoceiod. Fulure 1o folow these matruetions may cause damage of poor
forformance of the handle.

CAUTION:  the dievice will be urns for sl manthe o konge, omovy the battalos prcr to soneg
the dovee

Reprocessing instructions
Thase regvocessing instructions rofer 1o procedures for cloaning and nmrwm lovel mwmn
Aechargeatly 10 first use and ) the

Iulwmg method s outined in s docsmont

* Cloaning and intarmadiate Jevel disnfoction

AWelch Allyn has validated the abae intruction as

for st The wser must enaure that tho lwmmwaucwa\?v nmnm\m by Nm lp«mm with
the user's egugment and material, achieves the deseed result. This may recuire validation and routing
monitoring of the user's actial process.

Cleaning and intermediate lovel disinfection instructions

Point of use
1 Separate blade and place handla into sutabl for subsequent

reprocessing. See Figure 0 Da not placa handle with sharp devioas.
2. Prevent the handle from drying [.e. wrapcover in maist germicidal wipe)
decontamination
1. Selectan annanu g 0
sutable fo useonhealt ble of remed Referace
EPAregistered disinfectants et hm:wananm ewaﬂlm themregindex htm. Uumeealmzus
msecmsuﬂ applicable regulatory body for equ Qarmicide

labeled

FmSOJID&GIJm standard handie, inscrew bottom cap (5 of handle counterclchwise, rmove

Rty ) andsegurte handie (2and 3] SeeFiue )
For 60713 & 60835 fiber optic handles; unstraw bottom cap {5) of handle counterclockwise, remave
attery 4 and lamp cartridge (3} See Figure O

3 Set battery aside.

Initial cleaning and disinfecti

1. Follow the gannicidal wips manufacturer’s mstructions to clean af expased surfaces of handle parts,
bottom cap and lamp cartridge for 60713 & 60835,

2. ¥ necessary, brush with a dry, soft-bristled brush and re-wipe to loosen/remove excesaive visiie soi

3 After allvisible soil is removed, re-wipe to wet al! surfaces and allow adequate contact time for
disindection as directed by the genicidal wips manufacturer

Auumu Only use quat par P
Drying
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\d Cleaning
trasound
Ansducers

PHILI

Integra* Miltex’
Pessary Fitting Set
Directions for Use/English
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Description
The Pessary Fitting Set is to help determine the proper style and size of pessary for each patient. It includes six
popular Ring ies and an embossed cross-refi e chart to use in selecting the appropriate pessary.

A Em Ry ONIY KT WADE witw_
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Indications for Use
The Pessary Fitting Set is designed for the physician to determine the proper size and type of pessary for the
patient before prescription is written,

Contraindications
Pessary Fitting Set is contraindicated in patients with acute genital tract infections, pelvic infections, or
non-compliant patients.

Precautions
Pessary Fitting Set is not designed for at home patient use. The Pessary Fitting Set is supplied non-sterile.

Cleaning and Sterilization Instructions

1. Cleaning: submerge in enzymatic cleaner for 20 minutes, Remove from enzymatic cleaner and rinse
thoroughly with demineralized water. Allow to dry completely prior to sterilization.
Disinfecting: use high level disinfecting solution. Be sure to review and follow manufacturer of the
disinfection solution’s instructions for use.

2. Recommended Sterilization Parameters:

Sterilizer Exposure Temperature Exposure Time
Pre-Vacuum 132°C (270°F) 4 minutes
Gravity Steam 121°C (250°F) 30 minutes
Gravity Steam 132°C = 135°C (270'F ~ 275°F) | 10 minutes

Returned Goods Policy

Products must be retumed in unopened packages with manufacturer’s seals intact to be accepted for
replacement or credit unless returned due to a complaint of product defect. Determination of a product
defect will be made by Integra. Products will not be accepted for replacement if they have been in the
possession of the customer for more than 9o days.

Product Information Disclosure

INTEGRA AND ITS SUBSIDIARIES ("INTEGRA") AND MANUFACTURER EXCLUDE ALL WARRANTIES, EXCEPT
INTEGRA'S APPLICABLE STANDARD WARRANTY WHETHER EXPRESSED OR IMPLIED, INCLUDING BUT NOT
LIMITED TO, ANY IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
NEITHER INTEGRA NOR MANUFACTURER SHALL BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL
LOSS, DAMAGE, OR EXPENSE, DIRECTLY OR INDIRECTLY ARISING FROM USE OF THIS PRODUCT. NEITHER
INTEGRA NOR MANUFACTURER ASSUME NOR AUTHORIZE ANY PERSON TO ASSUME FOR THEM ANY
OTHER OR ADDITIONAL LIABILITY OR RESPONSIBILITY IN CONNECTION WITH THESE PRODUCTS.

INTEGRA

| |
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Regulations/Standards/Guidelines

oRegulations
> Arule or directive made and maintained by an authority
> Mandatory

oStandards

> Requirements and specifications to ensure consistency and fit for
purpose

SGNA.
< AORN

> Voluntary, but can become mandatory

AAMI

Advancing Safety in Medscal Technology

oGuidelines, Recommended Practices, Technical Information

reports
> Technical guidance, information or preferred procedures regarding v %‘e Joint Commission 5}” Iéééggh
a given topic fb?’ AMBULATORY HEALTH CARE

o Vquntari but with interiretation


http://www.aami.org/

Examples from governmental standards and guidelines

oOSHA
© 1910.1030 - Bloodborne pathogens

© 1910.1200 - Hazard Communication

oEPA
o Emissions Standards for Hospital Ethylene Oxide Sterilizers

o Chemical disposal requirements

oCDC
o @uidelines for disinfection and sterilization

o Essential elements for processing flexible endoscopes

oFDA
> Reprocessing reusable medical devices

° Factors affecting quality of reprocessing
o FDA cleared sterilants and high-level disinfectants



SAMPLE FDA RECOMMENDATIONS

*Follow manufacturer’s IFUs.
*Adhere to professional reprocessing guidelines.
*Comprehensive QC program.

*Required documentation.

*Competencies.

*Quality monitors.




AAMI e ST79 — Steam sterilization and sterility assurance
e ST90 — Quality management systems

e ST91 - Endoscope reprocessing

* Technical Information Reports (TIR)

ASGE * Multisociety guideline on reprocessing flexible Gl endoscopes

SGNA * Reprocessing of Flexible Gastrointestinal Endoscopes

* Infection Prevention in the Gastroenterology Setting

* Management of Endoscopic Accessories, Valves, and Water and Irrigation Bottles
* Use of High-Level Disinfectants & Sterilants in the Gastroenterology Setting

AORN e Cleaning and care of surgical instruments
* Guideline for HLD
* Flexible endoscope processing

AlUM * Guidelines for Cleaning and Preparing External- and Internal-Use Ultrasound
Transducers and Equipment Between Patients as well as Safe Handling and Use of
Ultrasound Coupling Gel

AAO * Guidelines for the Cleaning and Sterilization of Intraocular Surgical Instruments

AUA * Joint AUA/SUNA White Paper on Reprocessing of Flexible Cystoscopes




Common reference points . Owoeastonss Sryes

wwew . osha.gow

All the major contributors support in principal
= Quality improvement
= Quality assurance
= Monitoring of processes

SSCASSOCIET o

==
Clinically relevant & evidence-based practices ; @«* SGNA'

- & AAAHC
' The Joint Commission ACCREDITATION ASSOCIATION

ﬁ?’ AMBULATORY HEALTH CARE

Peer reviewed literature

AAMI

Advancing Safety in Medscal Technology

Other articles and research.

Manufacturer’s IFUs



http://www.aami.org/

QC highlights within guidelines

Recommendations for:
o Certifications and training frequency for staff performing reprocessing
o Process monitoring:
° the manual cleaning process

° automated cleaning processes

° water quality

° temperature of detergents and disinfectant solutions
o Traceability
o Risk Assessments

o Documentation and quality assurance parameters



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

Joint Commission Online

Quality and safety

Sentinel event statistics released for first half of 2020

Sentinel events reported from Jan. 1, 20zo

through June 20, 2020
Category Sentinel
Events
reported
Care management evenls 165
Surgical or invasive procedure | 131
events
Tnassigned 46
Suicide 41
Protection evenlts 38
Environmenl evenls 12
Product or device events 4

Through the first six months of 2020, The
Joint Commission reviewed a total of 437
sentinel events. The majority — 372 or 85% —
were voluntarily self-reported by an
accredited or certified organization.

In accordance with the Sentinel Event Policy,
and as required by Leadership (LD) Standard
LD.03.09.01, accredited organizations must
review all sentinel events and implement risk
reduction strategies to prevent recurrence.

Aug. 12, 2020

In this issue

Sentinel event
statisties released
for first half of 2020
‘Real Voices. Real
Stories.: Bravo
shares
nontraditional
solutions for
COVID-19 issues
Up in the
blogosphere with
The Joint
Commission

Less than an estimated 2% of all sentinel events are reported to The Joint Commission. Of these, 60% (9,422 of
15,770 events) have been self-reported since 2005. Therefore, these data are not an epidemiologic data set, and no
conclusions should be drawn about the actual relative frequency of events or trends in events over time. The most
frequently reported types of sentinel events reported from Jan. 1 through June 30 were from the following

categories:

¢ Care management
e Surgical or invasive procedures
¢ Unassigned events at the time of the report

*  Suicide

¢ Protection events
¢+ Environment events
+  Product or device
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This is, and has been, a dynamic process —
stay connected and up-to-date

P Centers for Disease Confrol and Prevention
R i COC 247:Sning s, Profecting Poople™ Search 0

| ] | I Qafaty [ | I 0, " TR A n K Adva Canrrh —
+=Home / Medical Devices / Medical Device Safety / Safety Communications / The FDAis Recommending Transition to Duodenoscopes with nnovative Designs to Enfiance Safety: FDA Safety Communication Advanced Search =

: : " dness and
The FDA is Recommendmg Transition to

Du0denoscopes with |nn0vative Designs to Resources for Emergency Health Professionals > Health Alert Network (HAN) > HAN Archive > 2015 0 0 0 0 0
Enhance Safety: FDA Safety Communication SR CDC/FDA Health Update about the Immediate Need for

HAN Jurisdictions

T Healthcare Facilities to Review Procedures for
il Mesge s Cleaning, Disinfecting, and Sterilizing Reusable
Sign Up for HAN Updates Medlcal DEV]CES

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:

duodenoscope designs to help improve cleaning and reduce contamination between patents, including designs with disposable 07/24/200 HAN Archi

— ; caps or distal ends. When using these innovative duodenoscopes, remember to follow the manufacturer's instructions for the chive . ) )

020 ety Comrmicaons assembly of the caps and distal ends. The FDA s not aware of any ptientinjuries related o these imovative duodenoscope Archived: This Page [sNo Longer Bemg Updated
designs. However the manufacturers, Fujifim, Pentax and Olympus have in fotal submitted 10 reports of device malfunctions, 2020

2019 Sefety Commuicaons 5”5? asremorale Chaps orendsfaling o duing endoscopie g cholangiopancrestogapty (ERCP). Ofthese deice 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. 010 date at the battom of this page.

2018 Safety Communications
Duodenoscopes play a vital role in the assessment and treatment of diseases and 2018

2017 Safey Communicatons conditions of the pancreas and bile ducts, and are used in more than 500,000 endoscopic
retrograde cholangiopancreatography (ERCP) procedures each year in the U.S. These an ] A A This i an official
devices have complex designs that include reusable hard-to-clean components. Failure to e (DC

correctl renrocess a dundenoseone eanld result in tisse or flmid from ane natient 2




Objectives

A Discuss the processes and practices for reusable device processing that put
m ambulatory clinical sites — and their patients - at risk.

Review the applicable best practice standards and guidelines for device
processing.

283
1

|

|ldentify key strategies for identification and mitigation of related risks.



SYSTEM RISKS/CHALLENGES:

o Lack of standardization

> Multiple sites performing HLD/sterilization

> Multiple staff/job families with varied experience/training
> Multiple devices

> Multiple processes

> Variable training/education

> Never an institutional expectation for approval to use HLD/sterilization processes.


http://arkansasgopwing.blogspot.com/2015/10/assuming-fix.html
https://creativecommons.org/licenses/by-nc-sa/3.0/

SYSTEM RISKS/CHALLENGES:
o Lack of standardization

o Multiple sites performing HLD/sterilization
o Multiple staff/job families with varied experience/training

o Multiple devices

o Multiple processes

o Variable training/education

o Never an institutional expectation for approval to use HLD/sterilization processes.

RESULTING POOR OUTCOMES:

° |nconsistent practices.

This Photo by Unknown Author is licensed under CC BY-SA

o High risk when reprocessing performed incorrectly.
o Misses & near misses.
> Poor accreditation survey results.


http://404phylenotfound.blogspot.com/2008_03_01_archive.html
https://creativecommons.org/licenses/by-sa/3.0/

Disciplined Approach
1. Assemble Multidisciplinary Stakeholder Team

2.Agree on Guidelines and Recommendations

3. Develop Gap Analysis, Audit Tool, and Timelines
4. Examine Current State of Affairs

5. Conduct Mock Tracer, Gap/Risk Analyses

6. Present and Analyze Results

7. Prioritize Issues

8. Change/modify practices where needed

9. Follow up Improvement Plans

10.Evaluate Actions

11.Conduct Regular Risk Assessments, Mock Tracers, Gap/Risk Analyses



https://damstylee.wordpress.com/2013/07/05/omg-have-you-been-infected-with-the-disease-too/
https://creativecommons.org/licenses/by-nc-nd/3.0/
http://www.picserver.org/highway-signs2/i/implementation.html
https://creativecommons.org/licenses/by-sa/3.0/

Multidisciplinary critical evaluation -

o |P, Processing, Clinicians, Safety, Quality/Risk Management, Facilities,
Accreditation, Amb. Care Administration, Supply Chain e

> “Get on the same page”/resolve conflicts
° Prioritize change

Current state —

o Survey; but GO SEE - what is happening compared to what shoulc
be happening



http://www.serena.unina.it/index.php/jop/article/view/2830
https://creativecommons.org/licenses/by/3.0/

Goals

v'CREATE SYSTEM-WIDE EXPECTATIONS

o Consider system oversight roles
o Periodic internal reviews

o Administration support

v'STANDARDIZATION OF PROCESSES

v CONSOLIDATION WHERE POSSIBLE

v" ONGOING SITE REVIEWS
v ONGOING EDUCATION

v"FORMAL PATHS FOR REVIEW, DECISION MAKING, CRITICAL RESPONSE

> Link to existing formal committees: IP, Safety, Quality. Amb. Care


http://mcansozeri.wordpress.com/2010/09/05/three-magic-words-for-success-basari-icin-3-sihirli-kelime/
https://creativecommons.org/licenses/by/3.0/

Example - resolving conflicts and agreeing on guidelines and IFUs

Processing AAMI ST91 Multisociety
consideration Guideline
Storage interval 7 days Perform risk Perform risk Perform risk
after which flexible assessment assessment assessment

endoscopes must be
processed before
use (“hang time”)

Cleaning verification | Pre-established Weekly, preferably | With each Monitor as part of
interval daily reprocessing cycle quality program




Resolving conflicts and agreeing on guidelines and IFUs

Review current guidelines for reprocessing flexible endoscopes — wherever they are clinically used.

c3e-

Have the latest version of guidelines available.

@z Review supplemental FDA guidance — safety communications.

£, Resolve conflicts if not in harmony!

@ When evidence is lacking, expert opinion, independent guidelines, or standards for accreditation may differ.

Always refer to FDA labeling and manufacturers’ instructions for device-specific reprocessing guidance.

i

A Accrediting bodies will typically survey for performance in accordance with this guidance.



| | - Gap Analysic
Develop Gap Analysis Audit Tool and Timelines /\ oA Q

—>
For change

Key factors

Desired
—  State

Gurrent
State

——

wn Author is licensed under CC BY-ND

[ ——

Can use or modify available templates. —

e — o
9

Needs to pointedly be reflective of institution’s written policies/procedures.

“Basics” address P & P and assessment of:
o Reprocessing steps
o Reprocessing staff
o Reprocessing equipment and supplies
o Reprocessing OEM IFU readily available and followed

o Adequate physical space and HVAC

o Appropriate endoscope storage

o Documentation

o Traceability
o AER validation
° Frequency of Gap Analysis



https://www.goalgetterpm.com/part-4-project-want-app-gap-analysis-conclusion/
https://creativecommons.org/licenses/by-nd/3.0/
http://kabarintens.blogspot.com/2017/09/contoh-121-skripsi-akuntansi-audit.html
https://creativecommons.org/licenses/by/3.0/

Consider converting existing Guidelines/Recommendations/Audits
into your own Yes/No Document

HICPAC Sample Audit Tool: Reprocessing Flexible Endoscopes

HICPAC Sample Audit Tool: Reprocessing Flexible Endoscopes

Purpose: Facilities can use this sample Audit Tool document as a template to develop tl
specific to their endoscopes and evidence-based reprocessing practices. This sample to
used in conjunction with the Competency Verification Tool. Facilities are encouraged tc
together to verify competency and audit current practice as well as to ensure that their

consistent with “Essential Elements of a Reprocessing Program for Flexible Endoscopes Essential Elements of a Reprocessing Program for Flexible Endoscopes —
the Healthcare Infection Control Practices Advisory Committee.” Recommendations of the HICPAC
Auditor: Date: https://www.cdc.gov/hicpac/recommendations/flexible-endoscope-
TR = W & . reprocessing.html
:_._u 1 °r:s es | Mo | Comments Page last reviewed: December 27, 2018.

Precleans the flexible endoscope at the point of use.

Discards the cleaning solution and cloth after use.

Transporting

Transports the contaminated endoscope and accessories to the
endoscopy processing room as soon as possible after use.
Ensures the container or cart is labeled with a biohazard legend.
Leak Testing

Performs leak testing before manual cleaning if indicated.

AORN Guideline Audit Tool: Processing Flexible Endoscopes [Insert facility name or a header]

Audit Item

Precleans the flexible endoscope at the point of use.

Uses a fresh cleaning solution.

Washes the exterior surface of the endoscope with the cleaning solution

and a soft, lint-free cloth or sponge.

Places the distal end of the endoscope in the cleaning solution and suctions

the cleaning solution through the end. X

Suctions the cleaning solution through the suction and biopsy channels.

Flushes the air, water, and other channels of the endoscope alternately

with the cleaning solution and air, finishing with air.

Discards the cleaning solution and cloth or sponge after use.

Transporting

Transports the cor T and ies to the
contarnination room as soon as

Keeps the s moist but not submerged.

Uses a container or cart that Is leak proof, puncture resistant, and large

enough to contain all contents with the er coiled in large loops.

Ensures the container or cart is labeled with a biohazard legend.

Keeps accessories with the endoscope but contained separately.

Pr the as soon as after transport to the
endoscopy processing room.

Records when the procedure is completed and cleaning is initiated.
Leak Testing

Performs leak testing before manual cleaning If indicated.

Removes all port covers and function valves

Pressurizes the en to the recom d pressure.

Places the endoscope in the sink in a loose configuration.
Manipulates all moving parts; angulates the bending section of the distal
end.

Actuates video switches while testing.

Maintains pressure and inspects for a minimum of 30 seconds.
Manual Cleaning

Manually cleans the flexible endoscope as soon as possible after leak



https://www.cdc.gov/hicpac/recommendations/flexible-endoscope-reprocessing.html

Consider converting existing Guidelines/Recommendations/Audits
into your own Yes/No Document

Centers for Medicare & Medicaid Services

Hospital Infection Control Worksheet

Name of State Agency:
Instructions: The following is a list of items that must be assessed during the on-site survey, in order to determine compliance with the Infection Control
Condition of Participation. Items are to be assessed by a combination of observation, interviews with hospital staff, patients and their family/support persons,
review of medical records, and a review of any necessary infection control program documentation. During the survey, observations or concerns may prompt
the surveyor to request and review specific hospital policies and procedures. Surveyors are expected to use their judgment and review only those .
necessary their or to validate their observations.

The interviews should be performed with the most appropriate staff person(s) for the items of interest, as well as with patients, family members, and % H M :
enters 1or ivieaicare edicald oervices

1. Hospital name:

_ CMS Hospital Infection Control Worksheet —
2. €M Certification Number [CCN: D:D:ED https://www.cms.gov/medicare/provider-enrollment-and-

certification/surveycertificationgeninfo/downloads/survey-and-cert-letter-15-

3. Date of site visit:

12-attachment-1.pdf

Module 3: Equipment Reprocessing

Section 3.A. Reprocessing of Semi-Critical Equipment

Semi-critical equipment are objects that contact mucous membranes or non-intact skin and require, at a minimum, high-
level disinfection prior to reuse (e.g. some endoscopes, speculums, laryngoscope blades)

g o be as: d g T rveyor.
[High-Tevel Blsinfection (HLD] Is defined as the complete oF all m 1 or on an Instrument, except for small amounts of bacterlal spores
INSTRUCTIONS:
Use the items in Section 3.C. “Single-Use Devices” to assess the reprocessing of any item(s) of semi-critical squipment that iz (are) labeled as 8 single use device. Any
Item(s) of semi-critical equipment that is {are) labeled as a single use device must be reprocessed by a reprocessor that Is registered with the FDA as a third-party
reprocassor and cleared by the FDA to reprocess the specific device in question
= Forallitems labeled reusable, use section 3A
LD o Reuzable wnd T8 manET ConTEEEnT with NoBIEl TRFEcton control policies and Tomeximize the prevention of Infection
and communicable diseaze includ
TAT Fosptal palicies address steps o Take when there are Ver
discrepancies between a device manufacturer’s instructions and
automated high-level disinfection equipment manufacturer’s no
instruction far completing high-level disinfection
Unable to
observe
TAZ Only devices labalad a% reusable are diractly by the | 7 Va5
hozpital onsite or offsite via a reprocessing vendor.
No
7 Unable ta
observe
TA T Al rezable sami-erteal Rems recalve st Teast igh-Tevel Ver
disinfection prior to reuse.
No
Unable to
abzerve



https://www.cms.gov/medicare/provider-enrollment-and-certification/surveycertificationgeninfo/downloads/survey-and-cert-letter-15-12-attachment-1.pdf

Examine Current State of Affairs

Who? What? When? Where?

Inventory information:
° Endoscope make and model.

° Clinical site using.
° Number of procedures performed.
° Location of OEM IFUs.
° Location for reprocessing.
/\ > Equipment used for HLD and / or sterilization.
° Endoscope inventory tracking: in-use versus out for repair versus

ALK “retired”.

Observation - Recognition - Cooperation

Communication + Problem Solving . .
Current: P & P, Competency records, Guidelines and Reference documents.




Conducting Mock Tracers / Gap Analyses

|dentify Ensure
Have multiple Hit all areas that Identify deficiencies Ensure compliance
disciplines tour use flexible in practice as with all current
together. endoscopes. compared to federal and local
e Common: Gl Endo., policies. regulatory
ORs, Respiratory, ICU, requirements, as
ED, Anesthesia, Urology, well as applicable
ENT, OB/GYN o
accrediting

organizations.



Training and competencies
Processing related o Frequency of renewal clear. Management of records

documentation

u o Reference HR - Staff Performance &
Processing logs Competency documentation policy
* Processing log sheets:
o Can be electronic or paper * Patient to device tracking
o Any gaps are red flags (endoscopes, probes)
e Often an accreditation survey
cycle —e.g. 3 years
o Reprocessing completion and quality
assurance validation
 Demonstrate a track record of
o Equipment performance.
 Example - 12 months

PMs/maintenance/repairs
o Devices (e.g. scopes



https://commons.wikimedia.org/wiki/File:Document-passed.svg
https://creativecommons.org/licenses/by-sa/3.0/

Disciplined Approach
1. Assemble Multidisciplinary Stakeholder Team

2.Agree on Guidelines and Recommendations

3. Develop Gap Analysis, Audit Tool, and Timelines
4. Examine Current State of Affairs

5. Conduct Mock Tracer, Gap/Risk Analyses

6. Present and Analyze Results

7.Prioritize Issues

8. Change/modify practices where needed

9. Follow up Improvement Plans

10.Evaluate Actions

11.Conduct Regular Risk Assessments, Mock Tracers, Gap/Risk Analyses



https://damstylee.wordpress.com/2013/07/05/omg-have-you-been-infected-with-the-disease-too/
https://creativecommons.org/licenses/by-nc-nd/3.0/
http://www.picserver.org/highway-signs2/i/implementation.html
https://creativecommons.org/licenses/by-sa/3.0/

https://www.jointcommission.org/resources/news-and-multimedia/newsletters/newsletters/joint-
commission-online/aug-25-2021/new-risk-assessment-guide-available-from-jcr/

Home > Resources > News & Multimedia > Newsletters > Joint Commission Online > Aug 252021 >
New risk assessment guide available from JCR

New risk assessment guide available from JCR

Risk assessment — or the potential to cause harm — is an ongoing concern for health care organizations.

In response, Joint Commission Resources developed The Joint Commission Guide to Risk Assessment, a brand-new book to help all types of
health care organizations create and implement effective risk assessments that support safe, quality care and ongoing performance
improvement.

The book features:

» Sample risk assessments for each Joint Commission standard or element of performance that specifically requires a risk assessment
» Tools, tracers, checklists, and sample policies to help with the assessment process

TJC Online 08-25-21

“Sample risk assessments for
each Joint Commission
standard or element of
performance that specifically
requires a risk assessment.”

“Tools, tracers, checklists, and
sample policies to help with
the assessment process”


https://www.jointcommission.org/resources/news-and-multimedia/newsletters/newsletters/joint-commission-online/aug-25-2021/new-risk-assessment-guide-available-from-jcr/

The Priority Matrix

o Present and Analyze Results

. Need ongoing relationship with and support of

L]
O
=
5
0
o
E
£
L=
I

administration!

o Prioritize Issues

No Action:
Don't Do

. Can’t/shouldn’t do it all at once.

How important is the task?

Low Importance

High Urgency Low Urgency
How urgent is the task?

© 2014 SkillsYouMeed.com



http://castercomm.com/2016/06/29/mastering-time-management-work/
https://creativecommons.org/licenses/by-nc-nd/3.0/

o Change/modify practices where needed

. On the spot
*  Through policies

*  Through education

o Follow up Improvement Plans

. Don’t assume changes are sustained.



http://idreflections.blogspot.com/2015/06/l-role-in-purpose-driven-workplace.html
https://creativecommons.org/licenses/by-nc-sa/3.0/

Evaluate Actions

Conduct Regular
Risk
Assessments,
Mock Tracers,

Gap/Risk
Analyses




AAMI ST90

Processing of health care products -
Quality management systems for
reprocessing

oThis standard specifies the minimum
requirements for a quality management system
that can be used by healthcare organizations
that process medical devices.

olt was developed to help healthcare
professionals more effectively, efficiently, and
consistently reprocess reusable medical devices
in order to prevent infections, pyrogenic
reactions, or other adverse events.



https://www.flickr.com/photos/paulbrigham/8920876809
https://creativecommons.org/licenses/by-nd/3.0/

The path forward

This Photo by Unknown Author is licensed under CC BY

This Photo by Unknown Author is licensed under CC BY-SA-NC
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Mitigating Risks of Processing
Reusable Medical Devices in
Ambulatory Care Settings

jwhelan@hmark.com
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800.521.6224
www.hmark.com
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mailto:jwhelan@hmark.com

Audience Q&A

O 0 £3 Enter Full
O O © Question and Answer

PFIEDLER

education

Welcome
Feel free to ask the host and panelists guestions

Pfiedler Webinars

Audio Settings

I have a question

() send anonymously | cancel || Send
Pfiedler Webinars

Audio Settings




Questions?

Thank you for attending this continuing education presentation

Tomorrow, you will receive an email with a link for claiming continuing
education credits

Contact pfiedlermeetings@pfiedler.com for any questions regarding
continuing education credits
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