PEOPLE & OPINIONS

nfection preventionists (IPs) have

many distinctive roles such as pro-

fessional standards expert, mentor,
leader, collaborator, healthcare associated
infections (HAIs) expert and consultant.
All of these roles are aimed at preven-
tion of infections. As Denise Cardo, MD,
Director of CDC’s Division of Healthcare
Quality Promotion states, IPs and epide-
miologists are very unique because they
know what is happening in their facility
via data they have collected, and they have
the knowledge of what needs to be done
to prevent infections.!

It takes a village

IPs cannot reduce the risks of HAIs alone.
It takes a village, meaning the entire health-
care team owns a part of infection preven-
tion. No matter what the role, as healthcare
providers we must decrease patient risks
by improving quality of care throughout
the organization.

Many HAISs, especially surgical site in-
fections (SSIs) are preventable. Knowing
and following the most current evidence-
based professional published standards
and guidelines are a major step in SSI
prevention. Over the years IPs have been
very instrumental in helping their facilites
reduce the dependence on and abuse of
Immediate Use Steam Sterilization (IUSS),
formerly called flash sterilization. Now
there is another patient risk that Sterile
Processing (SP) and the Operating Room
(OR) will need IPs to help with - the issue
of not following the specific manufacturer’s
instructions for use (IFU) with sterilization
and/or high-level disinfection (HLD).

Adhere to instructions for use

Many reusable devices pose great risks of
transmitting infections (e.g., endoscopes,
arthroscopes, laparoscopic instrumenta-
tion) or pose a real challenge to adequate
reprocessing (e.g., long narrow or multiple
lumens, hinges, stopcocks etc.) therefore, it
is imperative that the IFUs for instruments,
equipment, chemicals etc. are followed.

Before a manufacturer can take a reus-
able product to market they must apply to
the Food and Drug Administration (FDA)
fora 510(k) clearance. “A 510(K) is a premar-
ket submission made to FDA to demonstrate
that the device to be marketed is at least
as safe and effective, that is, substantially
equivalent, to a legally marketed device
(21 CFR §807.92(a)(3)) that is not subject to
premarket approval.”? Part of the obliga-
tions for the clearance process of reusable
devices is labeling claims that must include
validation data regarding cleaning, disinfec-
tion and sterilization.

Professional organizations, for example
the Centers for Disease Control and
Prevention (CDC), the Association for
Professionals in Infection Control and
Epidemiology (APIC), the Association of
periOperative Registered Nurses (AORN),
the Association for the Advancement of
Medical Instrumentation (AAMI) etc., all
state we must follow the manufacturer’s
IFUs. However, in my experience as a
consultant to IP, SP and OR, many facilites
are not routinely following the specific
manufacturers” IFU for the instruments,
equipment and chemicals. Instead, they
are using the old method of “it’s how we
have always done it.” In our efforts to im-
prove processes and reduce patient risks
we must follow the validated IFUs. AAMI
defines I[FUs as: Written recommendations
provided by the manufacturer that provide
instructions for operation and safe and
effective use of its device.?

Write policies to evidence-based
guidelines

According to the Joint Commission (TJC)
standard IC.01.05.01 - Facilities must use
evidence-based guidelines and standards
(EBG) when developing infection preven-
tion and control activities.* In TJC's October
30, 2018 webinar titled Disinfection and
Sterilization: Dispelling the Myths, Sylvia
Garcia-Houchins, RN, MBA, CIC - Direc-
tor, Infection Prevention and Control, stated
“Facilities should be able to articulate the

Encouraging IFU compliance

Infection Preventionists are influencing change
in sterilization and high-level disinfection
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source of their IC practices if they are based

on multiple EBG, for example a facility

might choose:

* AORN for dress code and aseptic practices
in the OR

* AAMI for reprocessing of sterile instru-
ments and endoscopes, or

* CDC for isolation practices in oncology
clinics.”*

It is essential to have access to the most
current, validated manufacturers” IFU
documents for facilitating safe and effec-
tive reprocessing of medical devices and
equipment. These items could pose a very
real threat to the health and safety of both
patients and staff if processes are not carried
out in accordance with the procedures out-
lined in the manufacturer’s validated IFU.

Organization-wide solution
Healthcare facilities should have access to
the most current manufacturers’ IFU via
electronic documents or hard copy. The
latter is very hard to maintain, especially
keeping up with what is the most current
IFUs, having space to store the enormous
amounts of documents and having them
readily available to the frontline workers,
including those working in decontamina-
tion areas. Most products are marketed in
multiple countries; therefore, the IFUs are
in many different languages, and in very
small font to reduce the amount of paper
used in the packaging. This also makes it
very difficult to find the specific informa-
tion you are looking for (e.g., how to clean,
sterilize, etc.).

Fortunately, there is an easier solution
- subscribing to an electronic online data-
base service of manufacturers” validated
IFUs. Having an online database of IFUs
allows employees to access the docu-
ments at a click of a mouse. The IFUs are
electronically kept up to date. This allows
everyone in the organization (SP, the OR,
IP, risk management (RM), etc.) a way to
quickly access the most current IFUs and
be in compliance with EBG and accredita-
tions standards such as TJC.



Inaddition to having fastand easy facility-
wide access, the online electronic database
provides a snapshot of all applicable clean-
ing, decontamination, assembly, disinfec-
tion and sterilization parameters from the
original IFU which is often buried amongst
the vast amount of other information neces-
sary for marketing. The step-by-step snap-
shot (e.g., tech-ready documents) provides
real time and money-saving solutions.®

IPs need to be involved in creating poli-
cies and procedures (P&P) related to ster-
ilization and HLD. Written P&Ps should
follow current EBG written by professional
organizations. Well informed IPs are very
instrumental in influencing change within
their organization, especially if that change
means reducing patient risks of HAIs
by improving processes and simplifying
procedures. If your organization does
not currently have access to an electronic
online database of IFUs for sterilization I
highly recommend IPs work with SP, OR
and RM to encourage your organization
to subscribe to the online database service
of manufacturer’s IFU documents to help
ensure sterilization and HLD compliance
and therefore reduce risks of HAIs. HPN
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Surgical instrument model # 1234

Point of Use

CLEANING THE NEEDLE GUIDE

. After each use, remove needle guide from discarding singl
disposable components. Remove visible contaminants from needle guide surface
using a small, soft instrument brush. Keep needle guide from drying out until
complete cleaning can be accomplished.

Disassembly

IV. Disassembling Needle Guide For Cleaning —
WARNING |« Needle guide can be damaged if disassembled incorrectly.
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Cleaning / Decontamination

CLEANING THE NEEDLE GUIDE
2. Soak needle guide for minimum of five minutes in neutral pH, low foaming
4 suchas ENZOL® E D Joh & Johnson),

8
‘While immersed, use instrument brush to remove trapped contaminants from
surfaces and features. If visible contaminants cannot be easily removed, repeat
soaking procedure for an additional five minutes. Remove needle guide from
cleaning solution and remove any remaining residue with dry wipe. Follow
cleaning solution manufacturer’s directions for use and recommendations for
concentration.

DISINFECTING AND STERILIZING NEEDLE GUIDE
+ High-level disinfect needle guide using CIDEX OPA® ortho-Phthalaldehyde
Solution (Joh & Joh ) or equivalent .55% ortho-phthalaldehyd
based solution. Follow manufacturer’s instructions and recommendations for
concentration, time of contact and post-process procedure.

High-level disinfect or sterilize needle guide using CIDEX® Activated Dialdehyde
Solution (joh & Joh ) or equivalent 2% glutaraldehyde-based solution,
CIDEX Plus® (Johnson & Johnson) or equivalent 3.4% glutaraldehyde-based
solution, or a hydrogen peroxide-based solution

Assembly

No specific instructions given

Sterilization

DISINFECTING AND STERILIZING NEEDLE GUIDE
Needle guide may be sterilized
by using steam (autoclave) at 132-138°C for 15 to 30 minutes.
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