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“People are searching for ways to save
time in operations, such as reducing patient
room turn times as patient loads have been so
high,” said Rayne Guest, founder and CEO
of R-Water. “One solution is to use products
that have a shortened contact time and kill
a wider range of germs so that facilities can

move from two-step cleaning processes to a
one-step process.”

“Infection Control will want to take into
account contact time, the amount of time
a product has to remain wet on a surface
to be effective,” Guest added. “Liquid
disinfectants generally have a 3-10-minute
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contact time. However, if the equipment is
not water resistant, wipes should be used.
Wipes generally have a contact time of 2-3
minutes. Many wipes may be needed to keep
the surface wet for this duration. Otherwise
germs will not be eliminated.”

Tami Heacock, MBA, CRCST, CHL,
CNIM, ST, oneSOURCE Consultant and
Manager at Wake Forest Baptist Medical
Center, Winston Salem, notes how contact
time is also an important consideration in
the Central Sterile/Sterile Processing Depart-
ment (CS/SPD), where staff members are
challenged with reprocessing instruments
quickly but safely.

“The CS/SPD area requires fast turnover
times; a disinfectant with an extended dwell
time will hinder a technician’s ability to
serve his/her customers,” she said. “They
should also follow the necessary instructions
for use (IFU) to ensure every proper step is
being taken to decontaminate and sterilize
the instruments. I always recommend a
platform like oneSOURCE to access the most
updated and accurate IFUs because they are
all housed in one central hub so you never
miss anything.”

Creating the right mix

Beyond finding an effective and safe disin-
fectant to fight against SARS-CoV-2 or some
other harmful microbe, healthcare profes-
sionals must also determine at what dilution
it is effective for the intended purpose and
mix the correct concentration.

“In a healthcare setting, disinfectants
require a minimum of a 6-log kill rate or
99.9999 percent reduction in pathogens to
further remove and mitigate exposure to
harmful microorganisms including viruses
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like COVID-19,” said Ben Oberle, Healthcare
& Education Marketing Manager at 3M.
“While a common misunderstanding, using
more chemical does not equate to a better
clean. Instead, using the appropriate amount
of chemical with the proper dilution as well
as marrying it with a sound protocol is key.”

“Many products degrade surfaces, ruin
computer screens, and/or leave residue
behind on equipment,” said Guest. “If
products leave residues, the need to rinse is
an extra burdensome labor step.”

Oberle recommends healthcare teams

consider using a chemical management solu-
tion, such as a 3M Chemical Management
System, “to take the guesswork out of mix-

441

3M Chemical Management System
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ing chemicals and help properly and easily
dilute chemical concentrates every time.”

“In achieving accurate dilution, teams can
save on chemical costs, while also mitigating
labor costs associated with re-cleaning,”
Oberle commented. “In addition to ensuring
you are using the right type and amount of
product, pre-cleaning and abiding by dwell
times are also critical steps to more efficient
and effective disinfection practices.”

Supply chain challenges
Disruptions in the global supply chain and
the sharp and sudden demand for disin-
fectants during the COVID-19 pandemic
have resulted in supply shortages, explains
Clarke.

“The current COVID-19 pandemic caught
most, if not all, hospitals unprepared as
supplies of personal protective equipment
(PPE), disinfectants and wipes quickly
evaporated, and inventories were depleted
with unpredictable lead times for replenish-
ment,” he stated.

Heacock says the supply chain roadblocks
caused by COVID-19 have made it even
more challenging for healthcare facilities
to procure disinfectants that are effective
against a wide range of microorganisms,

not only SARS-CoV-2, but other dangerous
viruses, bacteria and other microbes com-
monly found in healthcare environments.

“Since the COVID-19 pandemic hit,
obtaining disinfectants effective against a
wide range of microorganisms, including
the coronavirus, has become increasingly
difficult,” she said. “Many hospitals have
been forced to revert to manufacturing solu-
tions themselves. Many of these solutions
contain respiratory irritants that may cause
discomfort to team members. The pandemic
has also made it challenging to obtain the
PPE necessary to mix and use the solutions
needed to disinfect surgical instruments.”

Guest points out how nurses and infection
prevention/ control personnel have resorted
to mixing their own disinfectants on-site
using bleach concentrate, which is “unsafe
for the workers and everyone involved,” as
stated by Guest. Studies have shown that
bleach exposure can raise the risk for chronic
obstructive pulmonary disease and other
respiratory issues.

R-Water has developed a device that
enables healthcare workers to produce
hundreds of gallons of hypochlorous acid,
the active ingredient in bleach that does
the killing, each day onsite. Unlike bleach,
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hypochlorous at a low ppm doesn’t cause
lung irritation.

“Because COVID-19 s a respiratory illness,
using disinfectants that don’t exasperate
respiratory irritation is crucial,” said Guest.
“Inaddition, alot of people
have sustainability goals .
in healthcare, so when
you can produce products
onsite, it helps achieve
these goals by eliminat-
ing unnecessary deliver-
ies and the disposal of
cardboard and hazardous
plastic waste. Producing
disinfectant onsite also
eliminates the need to pro-
cure, receive and store
products, thus alleviating
time-consuming tasks in :
materials managementand = " *«
other departments.”

RWATERS,

Disinfectant

Application options
Proper application of disinfectants
is key to their effectiveness, and
there are a variety of options on
the market beyond the standard
“spray and wipe” method. David
St. Clair, Chairman and CFO,
Halosil International, comments
on a few of the available solutions.
“Certain solutions, such as spray
and wipe products, require manual
application, which increases risks
for cleaning staff and introduces
the potential of missing pathogens
in hard-to-reach areas,” said St.
Clair. “Electrostatic guns require
a human attendant to operate, increasing
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get it done.

R-Water TK60 Healthcare-Grade

The Halo Disinfection
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International

the risk of exposure for EVS personnel to
both pathogens and chemicals as well as
introducing a greater risk of human error in
disinfectant application. In addition, they
require surfaces to become wet, which can
damage electronics and
. leave a sticky residue.”
“Other solutions, such as
dry foggers, are dry by their
very nature and can operate
entirely in touchless mode,
reaching all the nooks and
crannies of an environment
without leaving a sticky
or wet residue,” St. Clair
added. “This limits labor
costs and exposure of clean-
ing staff all while mitigating
concerns that disinfectants
will damage costly equip-
ment.”
With regard to UV disin-
fectants, Dr. Ashish Mathur,
Ph.D., Vice President of
Innovation and Technology,
Ultraviolet Devices (UVDI),
says, like manual disinfec-
tants, the effectiveness in use
can be evaluated by multiple
techniques, including before-
and-after environmental con-
tamination studies, culturing
and surveillance. However,
given the lack of consistent
industry standards for UV
device efficiency, it is impor-
tant for healthcare personnel
to conduct UV device-specific
due diligence of effectiveness
prior to adoption and use. He offers four
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criteria for healthcare facilities when evaluat-
ing and selecting a proven
UV device.

“First, is claimed device
efficacy validated by inde-
pendent, third party labo-
ratory testing? Second,
are the claims for whole
room disinfection sup-
ported by testing at real-
world distances that correlate to whole
room disinfection? Third, has the device’s
effectiveness been proven in peer-reviewed
published clinical studies? Last, does the
manufacturer have a proven methodol-
ogy to confirm that a germicidal dose has
reached a target surface? Addressing these
four simple questions can help healthcare
professionals understand if a UV device is
truly effective.”

Synexis has developed a biodefense sys-
tem that uses patented technology to create
the gas form of hydrogen peroxide, called
Dry Hydrogen Peroxide or DHP. Kari L.
Love, RN, MS, CIC, FAPIC, Program Direc-
tor Infection Prevention, Office of Quality,

Ashish
Mathur

Synexis DHP technology
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Emory Healthcare, which uses the system,
explains how the solution can reach even
the most hard-to-reach spaces in a health-
care facility because it is a gas and can go
wherever the air goes.

“Additionally, its technology is con-
tinuous and automatic, flowing around the
clock, while requiring maintenance only
once per quarter,” said Love. “And almost
as importantly, it's been proven to reduce
viruses, bacteria, odors, mold and insects,
but without needing to clear the room of
people, so they can go about their normal
activities.”

When asked for her advice to other facili-
ties evaluating disinfectant modalities, Love
stated: “When considering effective ways
to battle common pathogens, healthcare
facilities should consider holistic solutions
that help reduce the bioburden in the air
and on surfaces, but also in places other
cleaning methods may not reach. It should
be a flexible option that offers minimal labor
and training needs.” HPN

Reference:

1. Regularly using bleach linked to higher risk of fatal lung disease,
University of Washington School of Public Health, September 18,
2017, https://osha.washington.edu/news/regularly-using-bleach-
linked-higher-risk-fatal-lung-disease
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Attacking microbes through the air

According to the U.S. Environmental Protection Agency (EPA), there is growing evidence
that SARS-CoV-2, the virus that causes COVID-19, can remain airborne for longer times and
further distances than originally thought.1 The pandemic has heightened concerns around air
quality in hospitals and other healthcare facilities, prompting them to implement technologies
designed to combat microbes in the air.
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. ; i UV Angel Clean Air Automated

Continuous UV-C Air Treatment System

One such solution is the UV Angel Clean Air Automated Continuous UV-C Air Treatment System,
which uses patented UV-C light air purification technology to reduce levels of viruses, bacteria
and fungi. Air is quietly drawn into a sealed UV-C air chamber with a series of fans and filters
where it is treated with an enclosed high intensity UV-C light to inactivate bacteria, fungus and
viruses in the air. The treated air is then returned to the room creating a cleaner environment.

“Infection Control Professionals, especially in the COVID-19 environment, should be cognizant
for the need for air purification at room level,” said Jay Comeaux, President, EDM Facilities.
“The coronavirus can remain airborne for a surprisingly length of time. Our UV Angel Clean
Air is proven to significantly improve air quality. It is the safe use of UV-C technology in oc-
cupied spaces with simple retrofit in 2 x 4 ceiling grids.”

Reference:

1. Indoor Air and Coronavirus (COVID-19),U.S. Environmental Protection Agency (EPA), https://www.epa.gov/coronavirus/
indoor-air-and-coronavirus-covid-19
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Endoscope Care 2020

In a pandemic world, endoscope care
should be at or near center stage

by Rick Dana Barlow

ever forget: Even during a global

pandemic, the Sterile Processing &

Distribution (SPD) function, practiced
by dedicated departments under a variety of
names, represents one of the most important
procedures in a healthcare organization.

If you deign to question or smirk at that factual
and realistic observation, then try this: Send all
SPD professionals home for two days on a brief
paid sabbatical as an educational lesson for you.
See what happens. If you're in the Csuite,
you can expect a flurry of calls from outraged
doctors and nurses. If that doesn't electrify
your malaise, wait until you see the corporate
attorney’s line show up on your call list.

SPD matters.

That's why Healthcare Purchasing News
has been covering this essential, instrumental
function and dedicated department of people
consistently and without interruption since the
late 1970s. HPN has featured the “CS/SPD
Department of the Year” for the last 27 years.
For five years prior to that, HPN recognized the

"CS Manager of the Year.” Next month we start
saluting “SPD Operations Worth Watching.” And
we've dedicated space annually in the November
edition on the topic of “Endoscope Care” for the
last 16 of HPN's 43 years in print.

Because HPN values SPD.

Historically, HPN's annual Endoscope Care
coverage explores a wide range of topics span-
ning the fundamental and foundational to the
advanced and esoteric (for the specialized).

HPN reaches out to a wide range of subject
matter experts to provide and share what you've
come to expect to read - keen and useful in-
sights and opinions about how to do what you
do even better. This year is no exception.

On this page and on pages that follow you'll
be able to educate yourself and enjoy several
stories on selected topics.

But you also can find a wealth of useful
information at HPN Online (www.hpnonline.
com). This includes a detailed feature on the
key areas for continued improvement in each
of the six steps in endoscope processing that

28 November 2020 - HEALTHCARE PURCHASING NEWS - hpnonline.com

HPN identifies — with the added background
context of the pandemic. Visit this link: https://
hpnonline.com/21157237. Further, be sure to
check out HPN's extensive coverage last year
that features as an online exclusive, “The full
scope of reprocessing endoscopes,” by clicking
here: https://www.hpnonline.com/21110528.

+ Outlook Endoscopy:
What's next for endoscope reprocessing and
device design? p-29
Techniques and tips for aeration, drying and
storage p. 42
+ Why ergonomics should not be over-
looked p- 43
« The true colors of hydrogen peroxide steril-
ization chemical indicator strips.......... p. 44
- Periscope: Color-coded standard needed for
hydrogen peroxide sterilization indicator
strips p- 60

Whether in print, online, digital or broadcast,
HPN has SPD covered.
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Gird yourself for endoscope product

design shifts by 2030

Newer models will be more of a ripple than a tidal wave, experts predict

by Rick Dana Barlow

hat’s emerging in the endoscopic

technology realm is not unlike

what’s been transpiring in the
automotive industry.

When it comes to automobiles, consumers
can choose between three types of automo-
biles to drive - cars that run on gasoline, cars
that run on a hybrid system of electricity
and gas and cars that run on electricity. In
the U.S. marketplace, surveys show, by and
large, that gas-powered cars represent the
largest percentage, followed by hybrids and
then electric-powered models.

Similarly, healthcare organizations
increasingly are being given the oppor-
tunity to choose between three types of
flexible and rigid endoscopes - those that
are completely reusable, those that are
completely disposable and those that could
be called “hybrid” for infection control
purposes because they are reusable devices
with a select number of disposable compo-
nents that can be discarded after use (e.g.,
distal covers and adaptors, etc.).

With the advent and emergence of mini-
mally invasive surgical techniques back in
the 1980s, surgeons routinely used reus-
able endoscopes in the operating room.
But given the growing number of reports
of cleaning, disinfection and sterilization
challenges that have contributed to patient
infections - some of which prove fatal in
time - healthcare providers have been
searching for something different.

While reinforcing education, training and
certification of sterile processing profes-
sionals, switching the reporting of Sterile
Processing & Distribution (SPD) to the OR,
reassigning sterile processing responsibili-
ties to dedicated Endoscopy departments,
or changing the types of high-level disinfec-
tion or sterilization procedures - including
technologies - may be making a difference
for a variety of healthcare organizations,
more are looking at the devices themselves
and turning to the device manufacturers to
offer solutions.

Enter alternatives to reusable models that
either fully embrace the single-use concept
or merely incorporate disposable compo-

nents that can be swapped out even as the
reusable framework remains.

Healthcare Purchasing News has been
exploring the concept and emergence of
single-use technology in endoscopy for sev-
eral years now, locating startup companies
looking to take the market by storm, but
also gauging reactions of current endoscope
manufacturers about this influx and poten-
tial demand shift.

Not surprisingly, endoscope manufactur-
ers lean toward their “party line” in terms
of product offerings, with the single-use
product companies anticipating a complete
market shift to disposables while those
companies that manufacture reusable mod-
els temper their expectations, acknowledg-
ing that a minority of healthcare providers
will embrace fully disposable models or
reusable models with disposable compo-
nents.

Further, they admit that the majority
certainly are aware of and interested in the
possibilities and prospects of altering their
inventory mix.

HPN reached out to more than a dozen
executives at manufacturers of endoscope
devices and related reprocessing supplies
and equipment about their forecast of any
market shift during the next 10 years. They
were able to choose from among five differ-
ent potential market scenarios and to share
their reasoning.

1. Fully reusable endoscopes will remain.
Healthcare organizations will con-
tinue to rely on fully reusable flexible
and rigid endoscopes for the majority
of minimally invasive surgical (MIS)
procedures

2.Hybrid models will become a minority
segment. Healthcare organizations will
increasingly shift toward using hybrid
flexible and rigid endoscopes that incor-
porate disposable components that can
be discarded after use, but the hybrid
models WILL NOT surpass the use of
fully reusable models

3.Hybrid models will become the major-
ity. Healthcare organizations will increas-
ingly shift toward using hybrid flexible
and rigid endoscopes that incorporate
disposable components that can be dis-
carded after use, and the hybrid models
WILL surpass the use of fully reusable
models

4. Disposable/single-use only models will
become a minority segment. Healthcare
organizations will increasingly shift
toward using fully disposable flexible
and rigid endoscopes, but the disposable
models WILL NOT surpass the use of
fully reusable models

5. Disposable/single-use only models will
become the majority. Healthcare orga-
nizations will increasingly shift toward
using fully disposable flexible and rigid
endoscopes, and the disposable models

Bad transport and waiting examples

Photos courtesy: Healthmark Industries
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Looking ahead at endoscope reprocessing

30

quality performance

The coming decade, initiated by a global
pandemic, promises to bring considerable
changes to the sterile processing profession
and how the Sterile Processing & Distribution
(SPD) department services its customers, the
Operating Room (OR).

For the third consecutive year, Healthcare
Purchasing News surveyed more than a dozen
sterile processing subject matter experts on
seven potential — but likely scenarios - that
may direct and redirect how SPD navigates the
2020s. HPN asked the executives from device
manufacturers and reprocessing product com-
panies to rank the seven strategies (1 being
the most important or influential; 7 being the
least important or influential).

To show the trends year over year, HPN
publishes the aggregate respondent data from
2019 and 2018 as well.

One noteworthy result is that the top two
strategies this year represent a transposition
of the same two last year. And while Big
Brother continues to languish at the bottom,
the Bullwhip curiously moves up two notches
above major device shifts.

1. Thoroughly educating, training, vetting
and certifying SPD staffers on proper and
effective cleaning techniques
2020 average score: 2.43
2019 average score: 2.5
2018 average score: 1.5

2. Demanding, receiving and following vali-
dated instructions for use (IFUs)

2020 average score: 2.64

2019 average score: 1.9

2018 average score: 2.5
3. Switching to endoscopes that contain dis-

posable/single-use-only components that

can be swapped out (if available)

2020 average score: 3.62

2019 average score: 4.1

2018 average score: n/a
4. Holding staffers accountable/responsible

for endoscope cleaning “violations”

2020 average score: 4.23

2019 average score: 4.8

2018 average score: 2.8
5. Switching to disposable/single-use-only

endoscopic devices for selected endo-

scopic procedures only (e.g., bronchos-
copy, etc.)

2020 average score: 4.46

2019 average score: 4.3

2018 average score: n/a
6. Switching to disposable/single-use-only

endoscopic devices for all endoscopic

procedures

2020 average score: 4.77

2019 average score: 6.1

2018 average score: 4.8
7. Comprehensively monitoring and tracking

all steps in the process with sensors and

video technology

2020 average score: 4.85

2019 average score: 4.7

2018 average score: 3.4

HPN invited respondents to explain their
perspectives and even offer alternatives.
Here's what they shared.

“Endoscopes are difficult to clean and
therefore to reprocess,” said Betty McGinty,
RN, CGRN, CER, Fellow, Clinical Education
Services, Boston Scientific Corp. “From an
infection prevention standpoint, the single-use
application for endoscopes and accessories
is favorable to take the medical devices out
of the equation for contributing to cross-
contamination due to ineffective reprocessing.
This can't happen overnight, and therefore,
prioritization for use for such high- risk pro-
cedures as endoscopic retrograde cholangio-
pancreatography and bronchoscopy, allows
an opportunity to move in the direction of
the single-use concept.”

“A second factor to consider in the prioriti-
zation involves consideration of the patient’s
comorbidities,” McGinty continued. “A third
factor to consider is for the high-risk proce-
dures performed ‘after hours' to eliminate
the need for reprocessing by staff who may
have less opportunity to prove competency. In
the meantime, high-quality reprocessing
requires education, competency, attention
to reprocessing steps (validated by tracking),
possession of and following of validated,
‘doable” instructions for use, and certainly
accountability by the staff performing the
processes.”

Seth Hendee, CRCST, CIS, CHL, CER, CSPDT,
CFER, Clinical Education Coordinator, SPD,
Healthmark Industries Co., encourages SPDs
to apply a resource management mindset to
the process.

“Setting and adhering to a realistic expec-
tation for the number of procedures that
are able to be performed in a day/shift [is
key, as well as] factoring in the number of
endoscopes and the actual time it takes to
follow all processing steps correctly,” he said.

What do you think about any of these find-
ings and opinions? Drop us a line at editor@
hpnonline.com or share your opinions at HPN
Online (www.hpnonline.com).

November 2020 - HEALTHCARE PURCHASING NEWS - hpnonline.com

WILL surpass the use of fully reusable
models.

Yes, SPD, there is a future
Starting with observations from more of
the fringe elements, none of the executives
believe that healthcare providers will con-
tinue using reusable models exclusively.

But that doesn’t mean the sterile pro-
cessing function is doomed - at least for
endoscopy. Why? Because reactions are
mixed as to how much the use of dispos-
able/single-use models or components will
overtake the use of reusables. In fact, half
the executive respondents feel hybrids are
the answer while the other half supports
disposable/single-use models.

This translates into the notion that repro-
cessing won't be dead after all, but also that
it has not quite reached the “Houston, we
have a problem” stage either.

Make sway for the hybrids

More than a third (35.7 percent) feel that
hybrid models - reusable endoscopes that
contain disposable/single-use components
- will occupy a minority segment of the
market.

Marcia Frieze, CEO, Case Medical, keeps
her fingers on the pulse of the market,
particularly among SPD
departments, anticipating
areserved shift.

“Two factors limit the
broad adoption of par-
tially or fully disposable
endoscopes: Psychology
and economics,” Frieze Marcia Frieze
explained. “Endoscope manufacturers and
others are in early stages of developing
disposable components, and clinicians are
even earlier in the awareness and accep-
tance of these new options. Understand-
ably, new product adoption can be slow
in the perioperative sphere due to risk
aversion. Moreover, in this case, clinicians
weren't seeking these changes; rather, they
are being forced upon them by circum-
stances and fallout from disease outbreaks
tied to flexible endoscopes.”

But Frieze observes an inherent econom-
ics issue lingers, particularly exacerbated
by the pandemic.

“The economic challenge is twofold:
Disposables and single-use devices are an
added cost, and hospitals have been dealing
with narrow margins for years, even before
the disruption of the COVID-19 pandemic,”
she continued. “For many decision makers,
any program that adds cost (or uncertainty)
will be put on the backburner considering
the immediacy of managing through this
public health emergency.”

Page 32 P



Boston
Scientific

Advancing science for life”

-~

EXALT Model D .« “

*Muthusamy VR, Bruno MJ, Kozarek RA, Petersen BT, Pleskow DK,
Sejpal DV, Slivka A, Peetermans JA, Rousseau MJ, Tirrell GP, Ross AS.
Clinical evaluation of a single-use duodenoscope for endoscopic retrograde

cholangiopancreatography. Clin Gastroenterol Hepatol. 2020; 18:2108-2117.

One patient.
One duodenoscope.

One dramatic advancement in
single-use technology.

EXALT"Model D

Single-Use Duodenoscope

Designed for ERCP with clinically verified
performance in a trial of 60 ERCP procedures
in 4 ASGE complexity levels.

We're all in.
On meaningful innovation.
For you, for your patients.

To learn more visit www.bostonscientific.com/EXALT

™M




CS CONNECTION

MIS procedure types may experience
a product shift, acknowledges Carolyn
Klimas, Executive Director, Specialty
Products Marketing, Olympus America Inc.

“While fully disposable
scopes will find certain
niches where their use is
clinically and economi-
cally acceptable, fully reus-
able scopes - and hybrid
designs that retain key
characteristics of the fully
reusable scopes while add-

Carolyn
Klimas

ing disposable components in key locations
- will continue to be preferred for many
important and high-volume procedures
where the best clinical performance and
strong economic value are crucial,” Klimas
told HPN. “An example is the Olympus
TJF-Q190V duodenoscope with a dispos-
able distal endcap, which offers improved
handling and imaging at a low cost per use,
along with greater access and visualization
of the distal end around the elevator, thus
meeting the FDA’s most recent guidance on
duodenoscopes.”

Ron Banach, Director, Chmcal Train-
ing, Ruhof Corp., points -
to device quality as the Fy
reason that hybrids likely
won’t overtake reusables
completely.

“Performance of the
reusable endoscope will
be superior,” he predicted. = Ron Banach

Economics and sustainability remain lit-
mus tests for any device migration, accord-
ing to Gregg Agoston, Vice President,
Business Development, SPD Transforma-

tion Services, SpecialtyCare.

“Cost [and] environmen-
tal waste are significant
issues that will limit the
conversion to disposable
flexible endoscopes,” he
said. “I believe that there
will be a shift to hybrid |
endoscope technology. We Gregg
already have disposable =~ Agoston
valves, etc. I do not believe that disposable
or ‘semi-reusable’ flexible endoscopes are
the answer as these will create significant
amounts of waste every year, and most
likely will be cost-prohibitive. We have
to ask ourselves why we would consider
disposable products versus reusable. If
the answer is that we are concerned about
the ability of our technicians to effectively
clean and sterilize [or] HLD the endoscopes,
we have uncovered the root cause of the
problem.”

Agoston stresses that “flexible endo-
scopes are not the only complex instru-
ments that are reprocessed in a hospital.
There are robotic instruments and countless
other complex instruments with multiple
parts lumens and electronics. If we can-
not reprocess flexible endoscopes then
we should be questioning if we can we
reprocess any of these other complex instru-
ments. Should we move to disposable for
all of these instruments as well?”

Agoston refers to history - more than
seven decades ago specifically - as a key
discussion point.

“The current symptoms of flexible endo-
scopes that are not properly cleaned and
prepared for surgery stem from a common
root founded in the original SPD organiza-
tional model that was created in the 1940s
and unfortunately has not changed to
meet today’s demanding surgical instru-
ment needs,” he indicated. “In the 1940s a
movement began led by W.B. Underwood,
John J. Perkins and the American College of
Surgeons (ref. IAHCSMM Central Service
Technical Manual) to remove instrument
processing from the perioperative area to a
centralized location, ‘Central Sterile Depart-
ment.” This change helped to standardize
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instrument processing, and it removed
the responsibility of instrument pro-
cessing from the nurses, allowing them
more time with their patients.”

Back then, surgical instruments largely |
would be considered “non-complex” by
today’s standards, Agoston continued.
They consisted primarily of stainless
steel devices used for cutting, grasping,
dissecting, etc., along with basins and
glassware.

“The staff for the newly created Cen-
tral Sterile Processing Department often
were promoted from dietary services
since the functions of cleaning were seen

Dissassembled scope
reveals cleaning
difficulties

as similar,” AgOStOl’l recalled. ”Pay wasa Photos courtesy: Healthmark Industries

step up from dietary pay. Lost in this transition was the knowledge
that the nursing staff had of how the instruments were used and
their relative importance to the successful surgical procedure. SPD
staff were expected have the capability to clean, inspect, assemble
and sterilize all items that came through the department. This model
worked primarily because of the simplicity of the instruments and
relatively few instrument sets the department was responsible for.”

Advanced surgical procedures began to emerge and grow,
Agoston posits, and pressurized the 1940s SPD model.

“Fast forward to today’s advanced surgical procedures that
require complex instruments - endoscopes, cameras, power tools,
robotic instruments, Orthopedic/Neuro/Spine, etc.,” he continued.
“These procedures could only be dreamed about in 1940. The
associated skills needed for cleaning, inspection and sterilization
of these complex instruments is much higher compared to the

skills needed for non-complex instruments.
Instructions for Use (IFU) went from one
page of cleaning instructions to 37-plus
pages for a robotic instrument, and over
100 pages for a flexible endoscope.

“With hundreds of hospital-and vendor-
owned instruments/sets being processed
daily, the importance of a highly productive
and effective SPD is just as important to the
success of the surgical procedure as are the
surgeons, anesthesiologists and nurses,”
Agoston insisted. [Editor’s Note: Agoston shares
his vision of a solution in the sidebar, Advance
‘ SPD to include higher-paid specialist teams on

page 40]

Others foresee a more pervasive embrace
of hybrid devices. In fact, a smaller segment (14.3 percent) argues
that hybrids will be used by the majority.

“Endoscopes are becoming widely known as one of the most
difficult medical devices to process,” said Seth Hendee, CRCST,
CIS, CHL, CER, CSPDT, CFER, Clinical Education Coordinator,
SPD, Healthmark Industries Co. “Add to this,
our increasing awareness that they are a proven
source of hospital-acquired infections (HAIs)
makes me believe change is needed and inevitable.
An endoscope’s complex nature of design factors
must be considered, and if the design of the device
is a problem, then a redesign is a logical solution.”

But Hendee stops short of recommending full
conversion to disposable/single-use devices.

Seth Hendee
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“This might lead you to think I would prefer a fully disposable
endoscope, but I do not,” Hendee clarified. “Solving processing
issues would be a great leap forward for these devices but could
cause others. Adding multiple disposable endoscopes each day
to a facility’s waste stream is a cost and environmental concern.
On the other hand, if only certain components were disposed of,
processing outcomes could be improved, and other impacts could
be minimized. I believe this win will drive Hybrid endoscopes to
eclipse fully reusable models.”

Jahan Azizi, Special Projects Manager, Healthmark Industries
Co., calls for a device redesign to compensate for
the challenges.

“The scope should be redesigned to have dispos-
able section that comes into contact with patient
(insertion section),” Azizi asserted. “The electronic
and control can remain reusable and sterilizable.
This will be the safest for patient, the most cost-
effective and environmentally friendly approach.”  Jahan Azizi
SUDs make waves
More than one-fifth (21.4 percent) predict fully disposable/single-
use devices will be added to a provider’s inventory stream, but
not dominate what surgeons use.

Betty McGinty, RN, CGRN, CER, Fellow, Clinical Education
Services, Boston Scientific Corp., frames her
measured perspective across the 10-year span.

“The move will be evident, and a contribut-
ing driver [will] be reported endoscope-related
infections,” McGinty predicted. “Identification
and tracking of infections to endoscopes is
inconsistent, however. Industry will continue
to develop single-use models that will ‘make Betty McGinty
sense’ to infection prevention-minded consumers to replace their
reusable inventory.”

Natalie Reece, Endoscopy Clinical Educator, Key Surgical, casts
doubt on the cost argument.

“Disposable endoscopes and endoscopic
devices are the easiest way to decrease the inci-
dence of patient transmission and infection due
to contamination,” Reece indicated. “Patient
safety is of the utmost priority, followed closely
by the financial cost of reprocessing and proce- |, b
dures. We are seeing an increase in understand- Natalle Reece
ing that disposable scopes are not necessarily more expensive
than reusable.

“For example, a study from last year titled, ‘Reusable Flexible
Ureterorenoscopes are more cost-effective than single-use scopes:
results of a systemic review from PETRA uro-group” by Talso,
et AL, found that, depending on the number of uses per repair
(which varied between 8-29 procedures per repair), the cost per
procedure for a scope was anywhere between $120 and $1,200
per procedure,.” she explained. “They say, ‘A significant trend
was observed between the decreasing cost of repair with the
number of usages,” meaning the more usages you got before you
needed to send out for repair, the cheaper overall that reusable
scope would be for your procedures. They compare this with a
couple other disposable ureterorenoscopes that cost $700, $1,500
or even $2,000 dollars a pop.”

Reece refers to an Ofstead & Associates research study
published three years ago that examined 20 different scopes
at three different sites, finding that all endoscopes had visible
irregularities.

“What this tells us is that we're currently not sending out our
scopes for repair enough,” Reece argued. “The cost of repair
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per procedure should be so much higher,
meaning that reusable scopes are not nec-
essarily cheaper than disposable.” She cites
another Ofstead study that investigated
all of the variables involved in reprocess-
ing, including the water, chemicals, PPE,
salaries, time and other resources.

“For these reasons, I think most facili-
ties will find that not only are disposable
scopes just as good as reusable [scopes]
during a procedure, but the quick set-up
and low cost (compared to the actual true
cost of reprocessing) will make them a no
brainer,” she added.

But Reece remains realistic about prog-
ress.

“This is healthcare, however, and mak-
ing changes is often like moving moun-
tains,” she said. “The change is slow and
takes time. Oftentimes the silos between
decision makers prevent the necessary dot
connecting that is needed in order to make

the systemic change toward disposable
scopes. Overtime, those who pay out for
treating HAIs will incorporate their cost
into the mix, and we'll see that disposable
scopes are a no brainer. Lastly, I believe
that as these become more prevalent,
vendors will be encouraged - or maybe
even required; a girl can dream! - to
design scopes that have recyclable com-
ponents and have a smaller footprint on
our landfills, though the likelihood of this
happening in 10 years is slim.”

Mobile Instrument Service & Repair’s
Clinical Education and Training Manager
Melissa Kubach, homes in on performance
quality perceptions.

“We have yet to see widespread adop-
tion of disposable scopes largely because
they do not match the performance of reus-
able scopes at a price point that allows for
substitution,” Kubach noted. “As quality
and user experience improve, disposables
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will capture market share, provided
the cost compares favorably to reusable
scopes. Comparable image, performance
and maneuverability are important. Loss
of technology, such as near focus, specialty
light wave applications and endoscope
position monitoring may play a role as
well. Reimbursement is key, especially
when you are requesting insurance com-
panies to cover cost for which they were
not historically responsible.

“Considerations of a known safe reus-
able alternative method may be appealing
for higher-risk duodenoscopes but other
common models may not make the cut,”
she concluded.

Yet others anticipate the tide turning
more dramatically.

Christian Escobar, Director of Market-
ing - Visualization, Ambu, contends
disposable/single-use :
endoscopes actually will
be a boon both for SPD,
which can concentrate on
reprocessing and stock-
ing the vast array of other
devices and instruments
needed to deliver patient
care.

“Where possible, single-use endoscopes
will continue to offer significant produc-
tivity and cost-management benefits for
hospitals - much the way that other areas
in the hospital have long since moved
from reusable equipment to fully dispos-
able to enable greater efficiencies and
patient safety,” Escobar indicated. “This
shift will alleviate the potential for device
cross-contamination and ensure that each
patient has a sterile device used on their
procedure. This is highly advantageous to
healthcare leaders, such as infection pre-
ventionists and healthcare risk managers.
Not only will it free SPD to focus energies
and investments in reprocessing devices
that cannot be disposable, it will also
enable hospitals to reduce the extensive
investment in purchasing and maintain-
ing reusable endoscopes. These devices
require an incredible amount of resources
to ensure they are ready in a timely manner
and adequately prepared for safe use on
the next patient.”

By Integrated Endoscopy’s measure, the
gate has been opened.

“The conversion to single-use is already
upon us, which started
with flexible endoscopy
and now is moving into
rigid,” said Rob Cripe,
Chief Commercial Officer,
Integrated Endoscopy.
“We believe that this con-
version will be 100 per-

-

Ch:i-stian
Escobar

Rob Cripe
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cent in the next 10 years. Historically, the
reasons reusable products have converted
to disposable are generally the same - lost
clinician time, high costs of repair and
processing, risk of disease transfer and
degrading performance over time. Once
a single-use option becomes available that
can provide the same performance at a low
enough cost, the marketplace conversion is
typically 100 percent.”

Cripe cites as examples single-use shaver
blades in arthroscopy, single-use pressure
transducers in cardiac medicine and even
syringes, depending on how far back one
traces. “The costs associated with repair,
processing, sterilization and OR down-

time are some of the key drivers to the
rigid endoscopy conversion as well as the
performance degradation over time, which
is the direct result of processing and steril-
ization,” he added.

For Bryan Lord, CEO, Pristine Surgical,
the panoramic view forward is quite dis-
tinctive. ——y

“In the near term, we see B2
synergies and complemen-
tariness between reusable
and single-use devices,”
Lord noted. “But in the
medium and longer term,
we believe the market will

Bryan Lord
consistently migrate fully to single-use

Advance SPD to include higher-paid

specialist teams

Amid the developing and growing debate
about the adoption and implementation of
disposable/single-use endoscopes - and just
how pervasive the transformation needs to
be, Gregg Agoston believes he has a more
fundamental solution that must be imple-
mented first.

Agoston, who serves as Vice President,
Business Development, SPD Transformation
Services, SpecialtyCare, argues that Sterile
Processing & Distribution (SPD) professionals
haven't progressed enough from the prover-
bial Stone - or perhaps Stainless Steel — Age
of the 1940s in the context of 21 century
technology and related techniques.

“The bottom line is that the 1940s model
for SPD does not work in today’s advanced
surgery environment,” Agoston argued. “The
model for SPD must be upgraded to allow for
highly trained specialists to reprocess complex
instruments. Nurses and surgeons specialize
in one or two service lines, [but] SPD must be
the master of all. Is this a realistic expectation
without some form of specialization? Consider
orthopedic instruments used for arthroplasty.
The majority of these of these instruments are
complex. These instruments can be processed
effectively primarily because the manufacturer
of the instruments/implants provides their
representatives who inspect and assemble the
instruments prior to the SPD staff wrapping
and sterilizing them. If the representatives
were not providing these services, there would
be tenfold times the errors.

“This model of having a highly trained
technician (vendor rep) perform the critical
functions in conjunction with less skilled staff
who clean and sterilize the set, works,” he
continued. “Companies such as ours offer
Specialists for Minimally Invasive Surgery,
Orthopedics and flexible endoscopes. Spe-
cialization works because of the laser focus

40

of the Specialist on the assigned complex
instruments. Removing the responsibility for
complex instruments makes it easier for the
hospital to hire and train technicians for the
non-complex instruments, effectively making
them non-complex instrument specialists.”

Agoston scoffs at hospital claims that it
cannot afford specialization in SPD.

“They do not realize that they are paying a
lot more to staff the department than they re-
alize,” he indicated. “The costs associated with
high staff turnover, training, errors, delays,
disposable instruments, repairs/replacements,
surgeon and staff frustration and the potential
for [surgical site infections] all need to be
calculated. Single-use or limited-use flexible
endoscopes (disposables) will not solve the
intrinsic problem of non-qualified technicians
reprocessing complex instruments. Complex
instruments require a higher level of skills for
the technician to be successful.”

Agoston swipes at the compensation levels
offered to SPD management and staff as not
reflecting the complexities and intensities of
the job.

“Most SPDs experience high levels of turn-
over (20 percent-plus) due to low pay and
the demanding work,” he observed. “Typical
starting pay for a non-certified SPD technician
is around $12 per hour. Most technicians max
out at around $22 per hour. We find that
most SPD departments average between 30
percent to 50 percent of their staff having less
than one year of experience. This revolving
door for staff and management exacerbates
the issues. The symptoms of a poor preform-
ing SPD are OR delays, missing/broken/con-
taminated instruments, demand for single use
instruments, high replacement/repair costs,
surgeon/nursing frustration, high turnover/
vacant positions/agency staffing, etc. These
symptoms result in real cost to the hospital.”
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devices. When you can combine high-defi-
nition visualization without the headaches,
expense or risk of reusable endoscopic
platforms, once you experience the benefits,
there’s really no reason to go back. Is any-
one today begging to go back to 35mm film
cameras when we have our high-quality
iPhone cameras in our pocket?”

Lord extols additional benefits single-use
models can bring. “Complicated vendor
contracts put the risk of obsolescence on
the customer,” he indicated. “Pristine
Surgical’s high-definition digital platform
is scalable and extendable, eliminating the
risk of obsolescence - and the software
and hardware can be seamlessly upgraded
without further capital expenditure.”

Alison Sonstelie, CHL,
CRCST, oneSOURCE
consultant and Sterile
Processing Coordinator
at Sanford Health, Fargo,
ND, advocates complete
conversion for several e
reasons.

“First, as disposable
products continue to be developed, the
cost will become more competitive,” she
surmised. “This will impact the price bar-
rier that many facilities have and make
the product more appealing. Another
issue with disposables is picture quality. I
think disposable products will continue
to evolve and have better picture quality,
or have a range of picture quality options
with different price points. Another issue
to be considered with any disposable
item is the environmental impact. Many
companies offer recycling programs for
various products. If this is feasible with
disposable scopes, it would be an enticing
option to reduce the environmental impact
and decrease prices.”

Sonstelie acknowledges that hybrid mod-
els, equipped with disposable components
for critical areas of the endoscope, such as
distal tips and elevator mechanisms, may
offer an alternative to continue operating
in the current state. But she classifies it as
more of a transitional role.

“There are too many infections and risks
to patient safety with some current reusable
models,” she insisted. “Additionally, we
know that some scopes cannot be cleaned
effectively, even when following the IFU. If
we convert these critical components to
disposables, there are still parts of the
scope that remain difficult to clean and
inspect. For example, the channels can be
damaged and harbor bioburden, creatinga
patient safety risk. I think having disposable
components for the most critical areas of the
endoscope is only a partial or temporary
solution.” HPN

Alison
Sonstelie
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