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Objectives

Discuss the effect of not following the medical device
manufacturer’s instructions for use for cleaning,
packaging, and sterilization.

Discuss biological indicator process challenge devices
(Bl PCD) for immediate-use steam sterilization (formally
called flash).

Discuss the recommendations for verifying the
effectiveness of mechanical cleaning equipment.

Discuss the IAHCSMM Position Paper on the
Management of Loaner Instrumentation and the Sample
Policy and Procedure for Loaner Instrumentation.

Note: will see references on bottom of slide

Role of Infection Preventionist

1“ Conduct infection control rounds periodically
(e.g., annually) in high-risk reprocessing areas
(e.g., the Gastroenterology Clinic, Central
Processing); ensure reprocessing instructions are
current and accurate and are correctly
implemented. Document all deviations from policy.
All stakeholders should identify what corrective
actions will be implemented. Category 1B”

Role of Infection Preventionist

1 “Periodic infection control rounds to areas using
sterilizers to standardize the sterilizer’'s use may
identify correctable variances in operator
competency; documentation of sterilization
records, including chemical and biological
indicator test result; sterilizer maintenance and
wrapping; and load numbering of packs. These
rounds also may identify improvement activities
to ensure operators are adhering to established
standards.”




Centers for Disease and Control
(CDC) Guideline

Guideline for the Prevention of Surgical Site
Infections, 1999

1 “Inadequate sterilization of surgical instruments
has resulted in SSI outbreaks.... The
importance of routinely monitoring the quality of
sterilization procedures has been established.
Microbial monitoring of steam autoclave
performance is necessary and can be
accomplished by use of a biological indicator.”

http://www.cdc.gov/ncidod/dhgp/pdf/guidelines/sst.pdf p.261

The Joint Commission
National Patient Safety Goals

INPSG.07.05.01

1“Implement evidence-based practices for
preventing surgical site infections.”

Element of performance

=“‘Implements policies and practices aimed at reducing
the risk of surgical site infections. These policies and
practices meet regulatory requirements and are aligned
with evidence-based guidelines (for example, the
Center for Disease Control and Prevention [CDC]
and/or professional organization guidelines).”

The Joint Commission. 2011 Hospital Accreditation Standards (HAS)

The Joint Commission

1 Joint CommissionOnline July 2011
— Focus on sterilization and high-level disinfection
— “Beginning in 2010, surveyors have spent additional
time during survey evaluating the cleaning,
disinfection and sterilization (CDS) processes”
— Surveyors received in-depth training on sterilization
processes through AAMI
1 Sited 10% noncompliance for HLD/sterilization before training
1 Sited 40% non compliance for HLD/sterilization after training
— Survey to ANSI/AAMI ST79

http://www.jointcommission.org/assets/1/18/jconline_July_20_11.pdf




What is wrong with this picture?

_

Incorrect loading technique  in mechanical washing
equipment - need to disassemble reusable rigid containers
(remove disposable filter retentions plates) so all surfaces are
exposed to the cleaning process.

Top Ten Risks in Sterile
Processing

10.Reusable rigid sterilization containers without
instruments not broken down enough when
placed in the mechanical washer (e.g., filter
retention plates not removed from lids).

Cleaning of Reusable Rigid
Sterilization Containers

Remove lid
Remove all disposable filters and discard

Remove filter protector/holder or retention plate from
both ends

Valve-type closures (reusable filters) must be cleaned
according to IFU

— Usually remove and disassemble for cleaning
Remove interior baskets

Remove Cls, disposable labels, locks

Remove posts/dividers if interfere with cleaning

Rigid Container Systems (Part Il), IAHCSMM Communique:
September/October 2010




Cleaning of Reusable Rigid
Sterilization Containers

1 Follow manufacturer’s IFUs for cleaning agents, tools,
methods, and rinsing
— Cleaning agent
= Some cannot be exposed to certain chemicals
such as high alkaline solutions
s Follow instructions for loading containers into
mechanical cleaning equipment
— TJC wants these taken apart for cleaning*
Rigid Container Systems (Part Il), IAHCSMM Communique:
September/October 2010, *Joint Commission Perspectives®, July 2009,
Vol. 29, Issue 7. Copyright 2009 Joint Commission on Accreditation of

Healthcare Organizations, and personal communications with hospitals that
have had surveys

What is wrong with this picture?

Incorrect loading technique-instruments cannot be
cleaned in a covered containment device because the
instrument surfaces will not come in contact with the
detergent or rinse water

What is wrong about this picture?

J

¢ Incorrect loading technique-mats should not be
placed in the bottom of the trays it prevent (hampers)
proper spray coverage of instruments

« Rigid containers are covered

« Poor loading technigue-instruments are piled on top
of each other




Top Ten Risks in Sterile
Processing

9. Containment device with instruments are run
through the sterilizer with lid on.

8. Manufacturer’'s IFUs for cleaning not followed
(especially sonic cleaning step).

Loaner Instrumentation Issues

1 Have you every received instruments the same
morning as the case is scheduled?

1 Do the instruments sometimes arrive without
cleaning/sterilization instructions for use (IFUs)?

1 Have you received sets you have never seen
before so neither the OR or SPD/CSSD has
been inserviced or provided with pre- or post-
procedure processing information?

IAHCSMM

1 Orthopedic Council of IAHCSMM published in
June 2011

—IAHCSMM Position Paper on the
Management of Loaner Instrumentation
—IAHCSMM Sample Policy and Procedure
1 Available at
— http://iahcsmm.org/Currentlssues/Loaner _Inst

rumentation Position Paper Sample Policy.
html

1 “In recognition of the need to systematically
manage loaner instrumentation and implants.”




Loaner Policy Should

1 State responsibility of
— Surgeons
— Operating room (OR)
— Sterile processing department (SPD/CSSD)
— Sales representatives
1 This is a partnership

1 Responsibilities should be well defined
and enforced to ensure patient safety

Zimmer Manual Orthopaedic Surgical
Instruments-Cleaning Instructions

G. Manual Cleaning/Disinfection Instructions

1. Completely submerge instruments in enzyme solution and allow to
soak for 20 minutes. Use a soft-bristled, nylon brush to gently scrub
the device until all visible soil has been removed. Particular attention
must be given to crevices, lumens, mated surfaces, connectors and
other hard-to-clean areas. Lumens should be cleaned with a long,
narrow, soft-bristled brush (i.e. pipe cleaner brush).

2. Remove the device from the enzyme solution and rinse in tap water
for a minimum of 3 minutes. Thoroughly and aggressively flush
lumens, holes and other difficult-to reach areas.

97-5000-170-00 Rev.3 2.5ML Printed in USA ©1987, 2006, 2010 Zimmer, Inc.,
http://zimmer.com

Zimmer Manual Orthopaedic Surgical
Instruments-Cleaning Instructions

. Place prepared cleaning agents in a sonication unit. Completely
submerge device in cleaning solution and sonicate for 10 minutes at
45-50kHz.

4. Rinse instrument in purified water for at least 3 minutes or until there
is no sign of blood or soil on the device or in the rinse stream.
Thoroughly and aggressively flush lumens, holes and other difficult-
to-reach areas.

5. Repeat the sonication and rinse steps above. (adds another 13 min)

6. Remove excess moisture from the instrument with a clean,
absorbent and non-shedding wipe.

Total of 49 minutes

97-5000-170-00 Rev.3 2.5ML Printed in USA ©1987, 2006, 2010 Zimmer, Inc,
http://www.zimmer.com.




Zimmer Manual Orthopaedic Surgical
Instruments-Cleaning Instructions

1 Neutral pH enzymatic and cleaning agents

Automated cleaning using a washer/disinfector alone may not be
effective

Disassemble for cleaning

1 Remove instruments from container for manual or automated
cleaning

1 Use a soft-bristled, nylon brush
= Avoid use of hard water. Softened tap water should be used.

1 Final rinse is purified water ultra-filter (UF), reverse-osmosis (RO),
deionized (Dl), or equivalent.

97-5000-170-00 Rev.3 2.5ML Printed in USA ©1987, 2006, 2010 Zimmer, Inc.,
http://www.zimmer.com

Its About Timing

= |t can take 6 to 7 hours to reprocess one set of
instruments and there maybe 40 trays for one case
IAHCSMM recommends:

— “Healthcare facility requires receipt of loaner trays at
least two (2) business days prior to the scheduled
case.” (sales rep)

— “All first-time vendor sets require three (3) business
days for inservicing, inspecting and processing.”
(sales rep)

1 Need enough time to process without effecting the rest
of the departments throughput

IAHCSMM Sample Policy & Procedure for Loaner Instrumentation, June 2011

Communications
1 Need good communication between Surgeon, OR,
CSSD, and vendor
1 Surgeon or designee contact vendor to ensure
— Instruments can arrive in time for scheduled case

— IFUs arrive before instruments in CSSD unless
already on file

— What happens if the IFU shows up the same day as
the case and the CSSD does not have the cleaning
equipment, agents or sterilization cycles to process
according to IFUs? Surgery postponed?

1 Surgeons and material managers need to understand to
order instruments after confirm can process in CSSD
using IFUs

IAHCSMM Sample Policy & Procedure for Loaner Instrumentation, June 2011




Communications

= OR informs CSSD 1 business day before instruments
arrive with information about case

— Quantities
— Estimated time of use and return
— Restocking requirements to circumvent immediate-
use steam sterilization (IUSS)
= |lUSS is not an option because of risk to patient
= When case booked inform CSSD
— Day of surgery
— Doctor, procedure
— Type of equipment needed

IAHCSMM Sample Policy & Procedure for Loaner Instrumentation, June 2011

Significance of Cleaning for
Sterilization

1 Potential sterilization process failures
— If the medical device is not effectively cleaned, the
sterilant cannot penetrate the material contaminating
the item and sterilization will not occur
1 Sterilization assurance monitors will not detect cleaning
failures

ANSI/AAMI ST79:2010 Section 7.5.1

In-use tests available to assess efficacy of
cleaning of medical devices (extracted from AAMI
ST79 Table D.1)




Monitoring of Manual Cleaning

i “Manual cleaning should be evaluated
when new types of instruments are
reprocessed and periodically, at
intervals determined by the health
care organization™
— Evaluates performance of personnel

Can also use to monitor effectiveness of
mechanical cleaning equipment

*AORN Care of Instruments Recommendation XXII

|
ANSI/AAMI ST79:2010 Annex D.1

Steam Sterilization-Update on the Joint
Commission’s Position User Concerns

Surveyor may, among other activities:
— Ask for manufacturers’ instructions

— Ask staff to describe and demonstrate how instruments

are cleaned and decontaminated according to those
instructions

— Be concerned about meticulous cleaning and rinsing

Joint Commission Perspectiv July 2009, Vol. 29, Issue 7. Copyright
2009 Joint Commission on Accreditation of Healthcare Organizations and
personal communications with hospitals that have had surveys,

http://www.jcrinc.com/common/PDFs/fpdfs/pubs/pdfs/JCReqs/JCP-07-
S8.pdf

Steam Sterilization-Update on the Joint
Commission’s Position User Concerns

1 Surveyor may, among other activities:

— Want instruments cleaned the same way no matter
location (CSSD/SPD, OR, ASC, Clinic)

— Want loaner and other instruments cleaned the same
way

— Want rigid container taken apart for cleaning

Joint Commission Perspectives®, July 2009, Vol. 29, Issue 7. Copyright 2009
Joint Commission on Accreditation of Healthcare Organizations and personal
communications with hospitals that have had surveys,
http://www.jcrinc.com/common/PDFs/fpdfs/pubs/pdfs/JCReqs/JCP-07-




Steam Sterilization-Update on the Joint
Commission’s Position User Concerns

i Ensure you have the most up-to-date IFUs from the
manufacturers of the:

— Medical devices (standard or extended cycles)
— Cleaning and disinfection products and equipment
— Implements (brushes, cloths, etc)

= Have a method to keep your IFUs up-to-date

— oneSource document site (www.onesourcedocs.com,
1-800-701-3560)

Joint Commission Perspectives®, July 2009, Vol. 29, Issue 7. Copyright 2009
Joint Commission on Accreditation of Healthcare Organizations and personal
communications with hospitals that have had surveys,
http://www.jcrinc.com/common/PDFs/fpdfs/pubs/pdfs/JCReqs/JCP-07-09-
S8.pdf

BI PCD IUSS (Flash) Sterilization
132°C Gravity Steam Sterilization
Process

Bl PCD Used Daily Packaging Used Routinely
_ = - —

Is this the correct Bl PCD for the load contents? NO

Top Ten Risks in Sterile
Processing

7.Wrong Bl PCD is run for the day-not
representative of trays run when using IUSS
(formerly flash sterilization).




BI PCD IUSS (Flash) Sterilization
132°C Gravity Steam Sterilization
Process

Bl PCD Used Daily Packaging Used Routinely

Correct Bl PCD for Packaging Routinely Used

Top Ten Risks in Sterile
Processing

6. Mechanical cleaning equipment is not monitored
daily.

Mechanical Cleaning
Equipment

1 “Mechanical cleaning equipment removes soil and
microorganisms through an automated cleaning and
rinsing process”

— Some “are designed to clean and/or disinfect specific
kinds of medical devices, such as endoscopes”
— Includes:
1 Utensil and cart washers
1 Washer-sanitizers, pasteurization equipment

1 Washer-disinfectors, washer-decontaminators, and washer-
sterilizers

1 Ultrasonic

ANSI/AAMI ST79:2010 Section 7.5.3.3
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The Joint Cornrmnission
New Empnasis for 207171
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Top Ten Risks in Sterile
Processing
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Changes to Medical Davices
You Should Not Make
o
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Meriufacturer's IFUs
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