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e All opinions are those of the presenter

DlSCIOSU re e This presentation reflects the techniques,

approaches, and opinions of the individual
presenter. This sponsored 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).




Objectives

1.1dentify existing guidelines and recommendations that guide
HLD best practice
2.Review existing toolkits to help build individualized rounding
tools
3.Review samples of rounding tools for auditing:
o Endoscopy areas
o Areas with Trophon
o Areas with Cidex/GUS




Audit —what is it?

* Reviewing processing practices for

indepen < compliance with standards, guidelines,
and best practices as designated by the

AauUuAzNt. moun facility.
ofttrichaa\ \ . Also known as:

ACCO\U\W > practice review,

> mock audit,
° survey,

° tracer,

° rounding

O\ N



https://thebluediamondgallery.com/tablet-dictionary/a/audit.html
https://creativecommons.org/licenses/by-sa/3.0/

Audit —Why do we do it?

* Requirement of the standards (ST91, CDC, TJC, etc.)

* To gain knowledge of compliance with a given
standard

* To determine the current state of affairs

* To see if previously made changes are still in effect

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

* To determine if your current practices are “in control”

* Audits conducted of facilities have found widespread lapses in
infection prevention and control practices and non in
accordance with standards and guidelines (ST91)


https://www.picpedia.org/highway-signs/a/audit.html
https://creativecommons.org/licenses/by-sa/3.0/

REGULATORY READINESS

HISTORICALLY, THE “OUTSIDE LOOKING IN” PERSPECTIVE


http://www.thechecker.net/stories/blog/topic/inspection-checklists
https://creativecommons.org/licenses/by-sa/3.0/

JF . The Joint Commission

2020 -
Temporary
suspension of
accreditation

surveys

e JOWW.JOINICOMIISSION. O1E

March 16, 2020

Dear Colleagues,

In light of President Trump’s declaration of a national emergency regarding the COVID-19 virus and to
assure we are not interfering with the work you are doing to prepare and care for your patients during
this pandemie, The Joint Commission is suspending all regular surveying beginning Monday,

March 16, 2020. In some cases, there may be a small number,
such as high-risk situations. We will provide more details soon

At this time, we do not have an anticipated restart date. All pos
resume operations. If any organizations go past their accreditat
extended without disruption to their accreditation status. The C
Services has assured us that Medicare payment status also will

We know this is a very difficult time for all health care provider
and guidance. Please reach out to your account executive to ass

Thank you for the work you do every day to support safe and qu
Regards,

Mark Pelletier, RN, MS

Chief Operating Officer/Chief Nursing Executive
Accreditation and Certification Operations

The Joint Commission

One Renaissance Blvd.

Oakbrook Terrace, IL 60181

AAAHC SURVEYS PRIORITIZED OR POSTPONED AND COVID-19 RESOURCES

What you need to know: Updates & Resources

After the immediate emergency of the coronavirus (COVID-19) pandemic, the health care industry is finding
new ways to resume operations while adapting to a heightened focus on safety and infection control and
prevention. In order to safely resume surveys, AAAHC has established safety considerations, survey areas of
focus, and priorities for survey activities.

For all programs, depending on the survey type, survey activities will include the addition of a worksheet that
addresses disaster preparedness and infection control and prevention. Click below to download worksheets.

* Surgical non-Medicare
* Primary Care

Please be aware of your accreditation status.
* AAAHC will contact your organization if you have:

* Lapsed accreditation due to a postponed survey
* Submitted a completed application and accreditation has lapsed
* Submitted a completed application, scheduled survey was postponed, and accreditation has not

Latest Releases

AAAHC Announces Kershner Winners

New AAAHC Accreditation Handbook
Enhances Medicare Deemed Status
Standards

AAAHC Drives 1095 Strong, Quality Every
Day Philosophy with Inaugural Virtual
Conference

August 18, 2020

Press Release Archives
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https://qualseumedo.blogspot.com/
https://creativecommons.org/licenses/by/3.0/
http://2016.igem.org/Team:UGA-Georgia
https://creativecommons.org/licenses/by/3.0/

11-19-2020 (TIJC) - COVID-19 Webinar for Ambulatory Health Care Accreditation

Survey Process

- We will NOT enter an at risk or confirmed COVID-19 room.

- We will avoid visiting a unit/area with any confirmed COVID-19 patients
when possible.

- Limit physical review of high risk and aerosol generating procedures

- Consider using a simulation and/or distant review of certain
activities/procedures

- Practice social/physical distancing during the survey

- Follow “PPE” and risk reduction strategies as established by the CDC

- Limit attendance at group sessions (e.g., opening, briefings, system tracers)
- Limit observers or scribes to avoid additional exposure during the survey

/' The Joint Commission —_— %

https://pages.jointcommission.org/rs/433-HWV-
508/images/FINAL%20COVID%20QA%20Ambulatory%20Health%20Care%20Accreditation%20November%2019%20webinar.pdf?mkt_tok=eyJpljoiTWpsaFpgWXINVOV5WXpoaSIsInQiOilwRmh1WVIYbWd4WGxpK3VpYTNzOTduY2VpcFRTUEINbXBZTINFUHpyaOwrdzgxdnZKSGM3e
G5GenJQcWNhN1B4Om1yWTBtTXkwNXdtNIwvUFF4enRZZGJkYVBabFhOVVIUN2FUOHNITEIXCOUREZFQTATUEXHZKSHT1dsYVNmMSHhUIN0%3D



P/ The Joint Commission

@ “from 2013-2016, immediate threat to life (ITL)
declarations directly related to improperly
cctuipment -3 orowing probiom sterilized or HLD equipment increased

125555 The Jit ormision s impeperty stz o e dsifecied (0) cipoen significantly. In 2016, 74 percent of all ITLs

in Quick Safety Issue 2. Three years later, improperly sterilized or HLD equipment continues to be a
frequently scored noncompliant standard — Infection Control (IC) 02.02.01. The Joint Commission . o]
encourages leadership to carefully oversee these processes and ensure that staff is properly trained and | t d t r T l I t I d H L D
has the resources needed to adequately perform these critical functions. This Quick Safety replaces the We re re a e O I ro e r S e r I I Ze O r

May 2014 issue, and includes updated and expanded safety actions to help leaders address this growing

problem. equipment.”

Standard 1C.02.02.01 requires

organizations to reduce the 1C.02.02.01 Noncompliance

risk of infections associated 2009-2016

wnh medical equipment, 80.00% o M 1

I M In many instances, the problem is long-
Commission-accredited 40.00%

hosp!tals (HAP), critical access 20.00% d . . . d h

Ak v ol e standing at an organization, and the true scope

surgery (OBS) facilities. Of —e—AHC 17.65 22.60 25.79 30.61 38.11 41.00 46.29 53.00 . ) . H

these, the most vulnerable - - - - - - - - f th b I t k t | th

locations for lapses in —e—CAH 15.23 18.18 26.52 36.36|47.19 51.00 60.49 64.00 0) € propiem Isn nown unti ereis an
:fjgﬁ'é'ﬁ;’;;;gh%&;t ory —o—HAP 20.76 29.49 36.12 41.85 46.46 52.00 58.67 60.00 »”
care sites (including office- —e—OBS 15.91 24.19 28.87 29.23 28.57 39.00 50.00 57.00 ou t b rea k

based surgery facilities) and oo
decentralized locations in hospitals, even though the data shows higher noncompliance rates for critical
access hospitals and hospitals. The noncompliance rate by accreditation program for 2009-2016 is shown
in the graph.

The consequences of failed processes may result in serious outcomes for the organization. These “ PP t h e d ata S h OWS h ig h e r n O n CO m p I i a n Ce rates

include:
= Placing patients at risk for contamination

- Causing potenlcubreaks for critical access hospitals and hospitals”

= Potential loss of Joint Commission accreditation

https://www.jointcommission.org/-/media/tjc/documents/newsletters/qs_33a_2017pdf.pdf




P/ The Joint Commission

Joint Commission Online

Accreditation and Certification

4-1-1 on Survey Enhancements: New scoring revisions for IC.02.02.01
now in effect

4-1-1 on Survey Enhancements

Infection Control (IC) standard IC.02.02.01 — which
requires hospitals to reduce the risk of infections
associated with medical equipment, devices and
supplies — continues to be one of the most
commonly cited standards listed as noncompliant. In
2017, 72 percent of surveyed hospitals and critical
access hospitals were found to be noncompliant with
this standard.

After a careful evaluation of high-level disinfection
(HLD) and sterilization process steps, The Joint
Commission has refined its scoring to focus on the
process steps that pose the highest risk to patients if
they fail.

These revisions are the focus of the latest 4-1-1 on Survey Enhancements —a
series that takes a deeper look at four high-risk areas that are evaluated by Joint
Commission surveyors. The first 4-1-1 was on sterile medication compounding, this
4-1-1 focuses on HLD and sterilization, and the remaining 4-1-1s will focus on suicide

prevention and hemodialysis.

These Infection Control scoring revisions (see table below) are intended to help
hospitals hone in on the highest-risk process steps to become more compliant with IC.02.02.01, and they went

into effect Sept. 1, 2018.

Sept. 5, 2018

In this issue

4-1-1 on Survey
Enhancements:
e
revisions for
IC.02.02.01 now in
effect

Comment on
proposed pain
standards revisions
for behavioral
health
organizations
Don’t miss out:
Plan to attend Sept.
18 Pioneers in
Quality Proven
Practices webinar
September
Journal: Study on
intensive rapid
response system
treatment in end-
of-life care

Up in the
blogosphere with
The Joint
Commission

https://www.jointcommission.org/-/media/tjc/newsletters/jc_online_sept_5pdf.pdf?db=web&hash=9773ACEC5B74D6C48C5AE7D6DOBEB74B

“...72 percent of surveyed hospitals and critical
access hospitals were found to be
noncompliant with this standard.”

“The Joint Commission has refined its scoring
to focus on the process steps that pose the
highest risk to patients if they fail.”




Joint Commission Online 09-05-2018

Effective immediat
Previously Scored coring

scoring revisions for IC.02.02,

Visible bioburden and dried » Wiping / flushing of soiled instruments is not observed during a case in the
blood found on instrume operating room or procedure room and it is clinically appropriate

= Item that is ready for use on a patient is visibly soiled
Enzxmatic SO]_lltif{ﬂ wasfot » There is no process for keeping used instruments moist
applied to maintain moi¥ure » Manufacturer instructions for products used to keep instruments moist were
on instruments not followed

-\The facility policy for keeping instruments moist was not followed

Instruments were not S being transported in a manner that violates OSHA ents
transported from the point of (e.g., sharps v i -resi . 1s red or labeled
use in a leak-proof puncture- biohazardous)

resistant container with the * Non-sharps are transported in a way that could lead to contamination of staff
biohazard symbol or color red or other people

Instruments in the closed + Packaged instruments awaiting sterilization are in the closed/ratcheted
position position

= Items that have just undergone sterilization are on the trolley or in the
sterilizer in the closed/ ratcheted position

» Ilems in preparalion and packaging thal have come through the washer or
pass-through window have not been disassembled in accordance with
manufacturer instructions

Instruments are released prior | « Routine sterilizer monitoring with a biologic indicator required by the state or

to the biologic indicator being per evidence-based guideline is not followed and recorded

read + Non-implant load is released without physical monitoring of cycle and
external and internal chemical indicators

= Implant loads are released without routine sterilizer monitoring, a biologic
indicator and a type 5 integrating indicator (aka integrator)

» Biologic indicator not read before implant release (unless allowed in emergent
situations by facility policy and policy was followed)

Items in the high level- » Container or location of storage is visibly soiled or staff are observed
disinfected area that are contaminating other high level-disinfected products
stored in drawers » Storage is not consistent with the items intended use (e.g., items that require

minimum of high-level disinfection may be stored in a way that protects from
contamination even if they were sterilized)
+ [tem is not stored in accordance with manufacturer instructions for use (IFU)

» [tem is not stored in accordance with facility risk assessment / policy if no
https://www.jointcommission.org/- guidance was provided by the item’s manufacturer IFU

https://www.jointcommission.org/resources/news-and-

h t epel . . . multimedia/blogs/on-infection-prevention-
ang ime . Famhty 1s not fﬂl]{'w]ng manufacturer IFU for frequency of reprocessing control/2018/09/high-level-disinfection-and-sterilization-

scoring-reevaluated/

/media/tjc/newsletters/jc_online_sept_5pdf.pdf?db=web&h Stored scopes exceeded the o Facility is not following manufacturer IFU for drying
ash=9773ACEC5B74D6C48C5AE7D6DOBEB74B

Will NOT score any finding related to hang time under IC standards




Effective immediately: New scoring revisions for I1C.02.02.01

Previously Scored

New Scoring

Visible bioburden and dried
blood found on instruments

* Wiping / flushing of soiled instruments is not observed during a case in the
operating room or procedure room and it is clinically appropriate
= Item that is ready for use on a patient is visibly soiled

Enzymatic solution was not
applied to maintain moisture
on instruments

» There is no process for keeping used instruments moist

» Manufacturer instructions for products used to keep instruments moist were
not followed

¢ The facility policy for keeping instruments moist was not followed

https://www.jointcommission.org/-
/media/tjc/newsletters/jc_online_sept_5pdf.pdf?db=web&h
ash=9773ACEC5B74D6C48C5AE7D6DOBEB74B

Instruments were not
transported from the point of
use in a leak-proof puncture-

« Sharps are being transported in a manner that violates OSHA requirements
(e.g., sharps not placed in puncture-resistant container that is red or labeled
bichazardous)

resistant container with the
biohazard symbol or color red

» Non-sharps are transported in a wav that could lead to contamination of staff
LT TEODIE

Instruments in the closed
position

" e Packaged instruments awaiting sterilization are in the closed/ratcheted
osition

sterilizer in the closed/ ratcheted position
» Ilems in preparalion and packaging thal have come through the washer or
pass-through window have not been disassembled in accordance with

Instruments are released prior
to the biologic indicator being
read

manufacturer instructio
* Routj r monitoring with a biologic indicator req
evidence-based guideline is not followed and recorded
Non-implant load is released without physical monitoring of cycle and
external and internal chemical indicators
Implant loads are released without routine sterilizer monitoring, a biologic
indicator and a type 5 integrating indicator (aka integrator)
Biologic indicator not read before implant release (unless allowed in emergent
ituations by facility policy and poliey was followed)

Items in the high level-
disinfected area that are
stored in drawers

Con ocation of storage is visibly soiled or staff are
contaminating o o
Storage is not consistent with the items intended use (e.g., items that require
minimum of high-level disinfection may be stored in a way that protects from
contamination even if they were sterilized)

Item is not stored in accordance with manufacturer instructions for use (IFU)
Item is not stored in accordance with facility risk assessment / policy if no
guidance was provided by the item’s manufacturer IFU

Stored scopes exceeded the
hang time

Facility is not following manufacturer IFU for drying
Facility is not following manufacturer IFU for frequency of reprocessing

Will NOT score any finding related to hang time under IC standards

Joint Commission Online 09-05-2018

https://www.jointcommission.org/resources/news-and-

multimedia/blogs/on-infection-prevention-

control/2018/09/high-level-disinfection-and-sterilization-

scoring-reevaluated/




Effective immediately: New scoring revisions for I1C.02.02.01

Previously Scored

New Scoring

Visible bioburden and dried
blood found on instruments

* Wiping / flushing of soiled instruments is not observed during a case in the
operating room or procedure room and it is clinically appropriate
= Item that is ready for use on a patient is visibly soiled

Enzymatic solution was not
applied to maintain moisture
on instruments

» There is no process for keeping used instruments moist

» Manufacturer instructions for products used to keep instruments moist were
not followed

¢ The facility policy for keeping instruments moist was not followed

https://www.jointcommission.org/-

Instruments were not
transported from the point of
use in a leak-proof puncture-

« Sharps are being transported in a manner that violates OSHA requirements
(e.g., sharps not placed in puncture-resistant container that is red or labeled

Joint Commission Online 09-05-2018

bichazardous)

resistant container with the

» Non-sharps are transported in a way that could lead to contamination of staff

biohazard symbol or color red or other people
Instruments in the closed + Packaged instruments awaiting sterilization are in the closed/ratcheted
position position

= Items that have just undergone sterilization are on the trolley or in the
sterilizer in the closed/ ratcheted position

» Ilems in preparalion and packaging thal have come through the washer or
pass-through window have not been disassembled in accordance with
manufacturer instructions

Instruments are released prior
to the biologic indicator being
read

« Routine sterilizer monitoring with a biologic indicator required by the state or
per evidence-based guideline is not followed and recorded

+ Non-implant load is released without physical monitoring of cycle and
external and internal chemical indicators

= Implant loads are released withou ine sterilizer monitoring, a biologic

mergent

ations by facility policy and policy was followed)

Items in the high level-
disinfected area that are
stored in drawers

/ Container or location of storage is visibly soiled or staff are observed \

contaminating other high level-disinfected products

= Storage is not consistent with the items intended use (e.g., items that require
minimum of high-level disinfection may be stored in a way that protects from
contamination even if they were sterilized)

+ [tem is not stored in accordance with manufacturer instructions for use (IFU)

Item is not stored in accordance with facility risk assessment / policy if no

ance was prowded by the item’s manufacturer IFU

https://www.jointcommission.org/resources/news-and-
multimedia/blogs/on-infection-prevention-
control/2018/09/high-level-disinfection-and-sterilization-
scoring-reevaluated/

/media/tjc/newsletters/jc_online_sept_5pdf.pdf?db=web&h
ash=9773ACEC5B74D6C48C5AE7D6DOBEB74B

Stored scopes exceeded the e Facili

hang time * Facility is not reprocessing

Will NOT score any finding related to hang time under IC standards




Effective immediately: New scoring revisions for IC.02.02.01 Joint Commission Online 09-05-2018

Previously Scored New Scoring
Visible bioburden and dried » Wiping / flushing of soiled instruments is not observed during a case in the
blood found on instruments operating room or procedure room and it is clinically appropriate

= Item that is ready for use on a patient is visibly soiled
Enzxmatic SO]_lltif{ﬂ was not » There is no process for keeping used instruments moist
applied to maintain moisture | o Manufacturer instructions for products used to keep instruments moist were
on Instruments not followed

¢ The facility policy for keeping instruments moist was not followed
Instruments were not » Sharps are being transported in a manner that violates OSHA requirements
transported from the point of (e.g., sharps not placed in puncture-resistant container that is red or labeled
use in a leak-proof puncture- biohazardous)
resistant container with the * Non-sharps are transported in a way that could lead to contamination of staff
biohazard symbol or color red or other people
Instruments in the closed + Packaged instruments awaiting sterilization are in the closed/ratcheted
position position

= Items that have just undergone sterilization are on the trolley or in the
sterilizer in the closed/ ratcheted position

» Ilems in preparalion and packaging thal have come through the washer or
pass-through window have not been disassembled in accordance with
manufacturer instructions

Instruments are released prior | « Routine sterilizer monitoring with a biologic indicator required by the state or

to the biologic indicator being per evidence-based guideline is not followed and recorded

read + Non-implant load is released without physical monitoring of cycle and
external and internal chemical indicators

= Implant loads are released without routine sterilizer monitoring, a biologic
indicator and a type 5 integrating indicator (aka integrator)

» Biologic indicator not read before implant release (unless allowed in emergent
situations by facility policy and policy was followed)

Items in the high level- » Container or location of storage is visibly soiled or staff are observed
disinfected area that are contaminating other high level-disinfected products
stored in drawers » Storage is not consistent with the items intended use (e.g., items that require

minimum of high-level disinfection may be stored in a way that protects from
contamination even if they were sterilized)
+ [tem is not stored in accordance with manufacturer instructions for use (IFU)

o [tem is nee with Tacill olicy if no
https://www.jointcommission.org/- ance was provided by the item’s manufacturer IFU o o
/media/tjc/newsletters/jc_online_sept_5pdf.pdf?db=web&h Stored scopes exceeded the « Facility is not following manufacturer IFU for drying https://www jointcommission.org/resources/news-and-

h t epel . . . multimedia/blogs/on-infection-prevention-
ang ime . Famhty 1s not fﬂl]{'w]ng manufacturer IFU for frequency of reprocessing control/2018/09/high-level-disinfection-and-sterilization-

scoring-reevaluated/

ash=9773ACEC5B74D6C48C5AE7D6DOBEB74B

Will NOT score any finding related to hang time under IC standards
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ST91 on Auditing

* The facility should determine the length of storage for
endoscopes before they must be processed again.

* “Compliance should be audited to determine if changes to storage
time need to be made.”

* Quality Control:

* Audit and document the introduction and withdrawal from use of
all endoscopes, accessories, and AERs.


https://www.flickr.com/photos/81894496@N06/15896297412
https://creativecommons.org/licenses/by/3.0/

ST91 on Auditing

* Quality Process Improvements:

* A root cause analysis should be completed for any problem
related to endoscope processing that could pose a risk to
patients or personnel.

* There should be a planned, systemic and ongoing process to
verify compliance with procedures.

* This process is enhanced with regularly conducted audits.

* The info learned during audits should be summarized and made
available to designated individuals or groups.




ST91 on Auditing

*Quality Process Improvements:

* Audits are measurements of process performance that allow
processing to be monitored against a predetermined level of
quality.

 Evaluating findings provides a way to identify problems or shifts
in activities.

* Allows for informed decision-making on policies and
procedures.

* On-going audits provide data essential to assessing the
effectiveness of the process and making improvements in
performance.



ST91 on Auditing

*Quality Process Improvements:

* Point of use treatment — Ongoing auditing
provides data essential to assessing the
effectiveness of processes and making
improvements in performance.

* Root cause analysis should be completed
when a patient safety event occurs that
results in death, permanent harm, or
severe temporary harm (per Joint
Commission, 2015).

wd
/

Process
Improvement



https://www.coolstuff49ja.com/
https://creativecommons.org/licenses/by-sa/3.0/

ST91 on Auditing

*Quality Process Improvements:

* Decontamination: Auditing results should be routinely summarized and
submitted to infection prevention and control personnel to review.

* Ongoing auditing provides data that can be used to assess the
effectiveness of the process and make ongoing improvements in
performance.

* Measurements of process performance allow the system to be
monitored and the results compared with a predetermined level of
quality.




ST91 on Auditing

*Processing policies and procedures:

* Evaluating and monitoring the effectiveness of processing should be an
ongoing effort and is critical to maintaining control over products and
processes.

* Review records

* Review quality control procedures for monitoring and evaluating the process

* Review written procedures and current practices for compliance with a continuous
quality improvement (CQl) program



ST91 on Auditing

*Areas of the CQl program to review:
* Training, CEs, and Competency Verification
* Product Identification and Traceability
* Monitoring Cleaning Effectiveness
* Monitoring Manual and Automated HLD usage
* Monitoring Sterilization Practices
* Product Testing
* Product Recalls
* Workplace Safety Training

This Photo by Unknown Author is licensed under CC BY


https://pcmlconsultants.co.uk/services/internal-audits/
https://creativecommons.org/licenses/by/3.0/

ST91 on Auditing

*Product Usage:
* Internal evaluations can be used to audit the quality of finished products.
* Examples
* Instruments can be checked for functionality, packaging, and delivery.

* Decontamination - evaluated by visually examining instruments for
contamination

* Product recalls — review records or actions following process failures

* Periodic product monitoring can be evaluated on the basis of loads or
cycles tested and the actions taken as a result of failures.




ST91 on Auditing

*Drying Verification
* Using a borescope as part of a routine audit program is a practical approach to

be used as part of a routine audit program that involves a thorough visual
inspection of an endoscope.

* A fully processed endoscope including drying can be inspected for visible signs
of moisture retention.

* Borescopes are a highly useful toll for inspection of endoscope channels
during assessment for suspected damage, repeated positive cultures, or in
studies of drying parameters.




ST91 on Auditing - Topics to review

* Policies and procedures should be reviewed by a multidisciplinary
group and updated at regular intervals established by the facility and
local regulations:
* The group should be made up of:

* Personnel Representing Gl

* Sterile Processing

* Operating Poom

* Infection Prevention and Control
* Risk Management

* As applicable to the facility




Multidisciplinary Teams should review:

= Alcohol flush to dry endoscopes

= Length of storage for processed endoscopes
= All quality control and monitoring documentation

= The method to detect clusters of infections, outbreaks, and suspected infections related to
endoscopy

= Recall policies
= Create an action plan for culture positive results
= Previous audit results

= Records of processing endoscopes



Multidisciplinary Quality Teams should review:

= Repair documentation

= Competency testing results

* Make recommendations based on trending

= Maintain a perpetual inventory of scopes

= Evaluate new equipment before ordering looking at purchase considerations
= Help in IFU conflict management

= Create gap analysis and auditing tools

= Review new standards and guidelines

" Perform risk assessments



Common Lapses to Look
For When Auditing
Endoscope Processing




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)

 Always performed

* At the point of use — exam/procedure room.
*  Wipe externally

*  Flush all channels

 Suction deteregent

*  May involve prepackaged kits — e.g. with enzymatic
detergent.

May use foaming sprays

« Use A/W Channel Cleaning Adapter

* Note the time point of use treatment occurs
 Convey to processing staff
 Use tag, label, electronic record, etc.




SOILED TRANSPORT

Containment — commonly solid,
leakproof, puncture-resistant

containers or transport carts

Appropriate size transport container
Labeling as contaminated
(biohazard), NOT patient ready
Meets OSHA hazardous transport
guidelines

For OFFSITE transport in U.S., needs
to meet D.O.T,, state, local
regulations.

Containers must be processed

Not hand carried




Leak Testing

e Should not use endoscopes that can not be leak tested

e Should regularly calibrate automated leak testers to verify the
correct pressure output

e Should inspect manual and hand-held units for damage,
leakage and correct pressure output

e Should verify each type of tester each day that endoscopes are
used

e Document results

e Wet leak testing — minimum observation of 60 seconds (not
30)

Only water in the sink (no detergent)



MANUAL CLEANING

* Appropriate brushes — made for cleaning medical devices
* Preferred single use
e If not, processed in between each use

e Negative pressure air flow — DOORS REMAIN SHUT

e Dirty-to-clean workflow

e 4 ft. separation between sink and AER AND a barrier that
extends 4 ft. above the sink if not 2 rooms

e All required cleaning adapters are used
* Monitor temperature of detergent solution
* Check dilution of detergent to water per the bottle




MANUAL CLEANING

* Limited access space.
* Separate hand hygiene space.
* Eye wash available within 10 seconds.

* Complete and appropriate PPE.

{4
A
e Compatible automated processes.

* No clean supply storage.




INSPECTION POST CLEANING

* Every endoscopes is inspected
* Minimally gross visual inspection with unaided eye
« Recommended to use enhanced visual inspection (lighted
magnification)
= Allows items to be returned for additional cleaning if needed
= Allows damaged items to be removed from service
= Do they inspect internally with a borescope?




|[dentifying High Risk
Endoscopes

Have an inventory of all
endoscopes in the department
Have high-risk scopes identified
from that list

High-risk = those associated with
infectious outbreaks that are
difficult to process and have
increased risk Or those with
complex design

Duodenoscopes, linear
ultrasound (EUS) endoscopes,
bronchoscopes, endobronchial
ultrasound (EBUS) endoscopes,
ureteroscopes, cystoscopes and
as determined by the facility



Cleaning Verification Testing

e Make sure it’s being done
e Ask what is the frequency?
e STO1.:

e Monitored all high-risk scopes with a cleaning verification test after
each cleaning.

e Monitor all non-high-risk endoscopes when new endoscopes are
purchased and at established intervals (e.g., at a statistically
significant frequency based on the number of procedures
performed).

e See Annex F, for statistical frequency determination.

e Consider other factors: endoscope type, technician
competency, procedural characteristics (e.g., duration,
complexity, and heavy soiling), or delayed reprocessing.



HLD

Is Manual Disinfection still being performed? (not recommended)
Check the Process monitoring:
 HLD soak time
 Minimum effective concentration (test strips) for each cycle
* Temperature
* Complete rinsing critical
 What water quality is being used
 Check filter changes
 Look at workflow and separation of space



POST-HLD RINSING AND DRYING

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

e Complete rinsing — as per mfr. IFUs.

 Pay attention to IFU re: quality of rinse water.

* Drying area and beyond is dedicated clean space
 Isdrying being performed post HLD?
 Isthedrying process verified periodically?

e  Post-HLD visual cues (i.e., tag on scopes in cabinet)
e Are single-use non-linting clothes used for drying?




CLEAN/STERILE TRANSPORT

 Containment intended to protect the
device and minimize the chance of
contamination

* Trays and carts
* Avoid excessive handling

* Anything dropping to the floor is
considered contaminated

* Containers processed between uses?
* Gloves used for handling scopes?
* Are containers labeled clean?



Sterilization

* Automated process monitoring
* Physical, chemical, and biological indicators =y
* Complete documentation of sterilization cycle
* Check logs — Look for blanks

* Look at sterilizer printout — check temperatures and
pressure

1 \MJ
oWy




STORAGE

 POSITIVE pressure space —doors remain
closed.

e Clean, protected (e.g. endoscope storage
cabinets).

e Temperature/humidity controlled.

 Not randomly kept amongst equipment.
and office supplies.

* No food or drink.

* Visual cues for items post-HLD.




What to do Next?




Develop Gap Analysis Audit Tool and Timelines

Can use or modify available templates.

Key Factors For change ‘
Needs to pointedly be reflective of institution’s written —_ Dﬁﬁ
policies/procedures.

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

Appropriate storage
Documentation

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

Traceability
AER validation
Frequency of Gap Analysis

This Photo by Unknown Author is licensed under CC BY



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/

What to use to Create
Your Program:

Audit Tools, Documents
and Safety Alerts to
Consider




CDC HICPAC: Essential Elements
Document

* Perform periodic audits of facility reprocessing protocols and the completeness of
documentation to monitor compliance. Gap analyses and risk assessments should
be conducted periodically and whenever new endoscopes are purchased,
manufacturer’s IFUs change, and when changes occur in guidance from professional
and regulatory organizations.

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

* Tools available:

Policy Template @ [DOC - 43 KB]
Audit Tool EE [DOC - 39 KB] |
e Competency Verification Tool @ [DOC - 68 KB]

e Inventory and Repair and Maintenance Log_ & [XLS - 53 KB]
e Gap Analysis Tool @ [DOC - 48 KB] ‘

_ e Root Cause Analysis Template @& [DOC - 28 KB] _



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

C DC H I C PAC : HICPAC Sample Audit Tool: Reprocessing Flexible Endoscopes
E sse nt| a | E I eme nts h-IICPAC Sample Audit Tool: Reprocessing Flexible Endoscopes
DOC u m e nt — Au d it Purpose: Facilities can use this sample Audit Tool document as a template to develop their own audit tool

specific to their endoscopes and evidence-based reprocessing practices. This sample tool is designed to be
TOOI used in conjunction with the Competency Verification Tool. Facilities are encouraged to use these tools
together to verify competency and audit current practice as well as to ensure that their practices are
consistent with “Essential Elements of a Reprocessing Program for Flexible Endoscopes — Recommendations of
the Healthcare Infection Control Practices Advisory Committee.”

A U d |t tO O | . Auditor: Date:
Audit Item Yes | No | Comments/Action
Precleaning

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.
Manual Cleaning



https://www.cdc.gov/hicpac/pdf/FlexEndoReprocessing-AuditTool.docx

AORN Audit

TOO | AORN Guideline Audit Tool: Processing Flexible Endoscopes [Insert facility name or a header]
Audit Item Yes | No ‘ Comments/Action
Precleaning

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 endoscope.

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.

Word file that can be configured for

your facility.

Discards the cleaning solution and cloth or sponge after use.

Transporting



https://www.google.com/search?q=audit+endoscope+processing&rlz=1C1GCEU_enUS990US990&oq=audit+endoscope+processing&aqs=chrome..69i57j69i61.4188j1j15&sourceid=chrome&ie=UTF-8

Elements to be assessed Assessment Notes/Areas for Improvement

A. Facility has policies and procedures to ensure that reusable O Yes O No
medical devices are cleaned and reprocessed appropriately prior
to use on another patient.

Note: This includes clear delineation of responsibility among HCP for | n fe Ct I O n

cleaning and disinfection of equipment including, non-critical
equipment, mobile devices, and other electronics (e.g., point-of-

care devices) that might not be reprocessed in a centralized C O n t ro |

reprocessing area.
B. The individual(s) in charge of infection prevention at the facility O Yes O No
is consulted whenever new devices or products will be S S e S S I I l e n t
purchased or introduced to ensure implementation of
appropriate reprocessing policies and procedures. R
C. HCPresponsible for reprocessing reusable medical devices e S p O n S e
receive hands-on training on proper selection and use of PPE

and recommended steps for reprocessing assigned devices: ( | C A R )

i.  Upon hire, prior to being allowed to reprocess devices OYes ONo
ii. Annually O Yes @) No

iii. When new devices are introduced or O Yes O No
policies/procedures change.

Note: If device reprocessing is performed by contract personnel,
facility should verify this is provided by contracting company.

D. HCP are required to demonstrate competency with reprocessing | O Yes O No Tool intended to assist in
procedures (i.e., correct technique is observed by trainer) the assessment of IC
following each training. programs

https://www.cdc.gov/infectioncontrol/pdf/icar/outpatient.pdf




‘ P AC _ C aNa d 3 INFECTION FREVENEL?II;S tl;gycoumm AUDIT for

NOTE: See the Table of Contents for additional audit tools that expand on individual elements of
these audit tools (e.g., Hand Hygiene, PPE, Routine Practices, Environmental Cleaning)

°Infection Prevention and Control Audit

Form Element | Compliance Deficiency Noted

| Yes | No | N/A

*https://ipac- 1.0 Policies and Procedures

canada.org/photos/custom/0OldSite/Au 1.4 | The department maintains written infection
prevention and control (IP&C) policies and

ditTOC)lkit/TOOIS/tOOlS EndOSCOpV-pdf procedures and reviews them at least annually
. . 1.2 | Written procedures and instructions are readil
who do Endoscopy, endoscope 1.3 | There are policies and procedures regarding
reprocessing or Infection Prevention the use of single-use medical
.. equipment/devices
and Control (IP&C), or as a joint tool by : : —
. 1.4 | There is a policy that prohibits the purchase of
those in Endoscopy and IP&C. endoscopes that cannot be cleaned and
reprocessed according to recommended
standards


https://ipac-canada.org/photos/custom/OldSite/AuditToolkit/Tools/tools_Endoscopy.pdf

ASQ Quality Collaboration

*Endoscope Reprocessing: What CMS Surveyors Are Looking For

*CMS surveyors use a worksheet to assess infection control practices

R T T Im———. during ASC surveys. The section of the worksheet used to assess

HIGH-LEVEL DISINFECTION practices surrounding the reprocessing of endoscopes is reproduced
procticestobefsessed - below. Because this is the SAME TOOL a CMS surveyor will use to
e icerikisinin 128 assess practices associated with the reprocessing of endoscopes and

N , i accessories, it is also a useful SELFASSESSMENT tool for an ASC.
z; ::&Ii:i:f::l"‘:"s;nfemon performed on site? 8 :fos
O N/A

(A “No” answer does not result in a citation, since ASCs are permitted to provide for high-level disinfection off-
site, under a contractual arrangement.)

*https://higherlogicdownload.s3.amazonaws.com/ASCACONNECT/1b34f
1a1-0180-4005-9507-

902fdf8f242e/Uploadedimages/ASC Quality Collaboration/Document
s/Endoscope Reprocessing -
What CMS Surveyors Are Looking For.pdf



https://higherlogicdownload.s3.amazonaws.com/ASCACONNECT/1b34f1a1-0180-4005-9507-902fdf8f242e/UploadedImages/ASC_Quality_Collaboration/Documents/Endoscope_Reprocessing_-_What_CMS_Surveyors_Are_Looking_For.pdf

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 L
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 H M -
sopert prsons enters 10r ivieaicare eqaicala Services

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,
level disinfection prior to reuse (e.g. some endoscopes, speculums, laryngoscope blades)

o o be assessed Surveyor Notes u T Notes
[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 T maximize the prevention of InTection
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 Var
hozpital onsite or offsite via a reprocessing vendor.
No
Unable to
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

APIC recommendations

* A multidisciplinary team that includes facility
engineers, endoscopy processing personnel,
infection preventionists, and other involved
personnel should establish a policy to determine
processes for monitoring and auditing facility water
quality to ensure compliance with requirements for
endoscope processing as specified in the
endoscope, processing equipment, and processing
products manufacturers’ IFU.

XIIl - The health care organization’s
qguality management program should
evaluate the processing of flexible
endoscopes.

* Water quality and water filtration systems should
be assessed at established intervals and after major
maintenance to the water supply system.

https://apic.org/Resource /TinyMceFileManager/Implementation Guides/10 AORNGuidelineProcessingFlexibleEndoscopes.pdf



https://apic.org/Resource_/TinyMceFileManager/Implementation_Guides/10_AORNGuidelineProcessingFlexibleEndoscopes.pdf

This is, and has been, a dynamic process —
stay connected and up-to-date
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Du0den0scopes with |nn0vative Designs to Resources for Emergency Health Professionals > Health Alert Network (HAN) > HAN Archive > 2015 OO0 O 0O
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Safety Communications Update as of April 10,2020: The FDA continues to recommend that hospitals and endoscopy faciltes transition to innovative Content current s of:

duodenascope designs to help improve cleaning and reduce contamination between patients, including designs with disposable 071242000 HAN Archi

e : caps or distal ends. When using these innovative duodenoscopes, femember to follow the manufacturersinstructions for the chive . i .

020 ety Comrmicaons assemblyofthe caps and distal ends. The FDA i not awae of any patientnjres reatedto these imovaiv duodenoscope Archived: This Page s No LOﬂgET Bemg Upd&tEd
designs. However the manufacturers, Fujfim, Pentax and Olympus have in total suomitted 10 reports of device malfunctions, 2020

2019 Safety Communicatons such s removatecaps o ens fling of duing endoscopie gt chlngiopancectograpy (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. 2019 date at the bottom of this page.

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

2017 Safety 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 A [ ] A k This is an official
devices have complex designs that include reusable hard-to-clean components. Failure to e CDC

correctlv renrocess a dnodenoseane canld result in tissne or flmid from one natient 2
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Infections Associated with Reprocessed
Urological Endoscopes - Letter to Health Care
Providers

f Share in Linkedin | &% Email | & Print

April 1, 2021
Letters to Health Care

Content current as of:
Providers

The U.S. Food and Drug Administration (FDA) wants to raise awareness among health 04/01/2021
care providers, including those working in reprocessing units in health care facilities,

. . . . . . . . Regulated Product(s)
about the risk of infections associated with reprocessed urological endoscopes, including

Medical Devices
cystoscopes, ureteroscopes, and cystourethroscopes, used for viewing and accessing the

urinary tract. The FDA has received numerous Medical Device Reports (MDRs) which
describe patient infections post procedure or other possible contamination issues
associated with reprocessing these devices.

The FDA is currently investigating the potential causes and contributing factors associated
with the reported infections and contamination issues. While some reports indicate




Conducting Mock Tracers / Gap Analyses

|ldentify
Have multiple Hit all areas that Identify deficiencies Ensure compliance
disciplines tour process reusable in practice as with all current
together. devices. compared to federal and local
S Eamen: CSE, @ policies. regulatory

Endo., ORs, Respiratory, requirements, as

ICU, ED, Anesthesia, well as applicable

Urology, ENT, OB/GYN accrediting

organizations.



The Priority Matrix

o Present and Analyze Results

* Need ongoing relationship with and

support of administration!
No Action:

Don't Do

How important is the task?
Low Importance | High Importance

o Prioritize Issues

High Urgency Low Urgency
How urgent is the task? °

Can’t/shouldn’t do it all at once.

TTTTT

This Photo by Unknown Author is licensed under CC BY-NC-ND @ 2(}14 Ski“ SYWNEEd.Com



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

Change/modify practices
where needed

On the spot
Through policies
Through education

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/

References

AAMI ST91: 2021

FDA MAUDE database:
https://www.accessdata.fda.g
ov/scripts/cdrh/cfdocs/cfmau
de/search.cfm

And as noted on slides


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
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