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Objectives:

Review

Review Sterile Processing

tips in everyday tasks in the

assembly and
decontamination area.

Al
L
10

Understand

Understand the
importance of handling
instrumentation and
equipment within your
department.

Reinforce

Reinforce the basic
technical principles that
are used in the Sterile
processing arena

Understand

Understand the impact
that standards and
guidelines have in a
properly functioning
department within the
sterile processing that
process instrumentation
and medical devices
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C.H.I.P. TIP #1

When it comes to
inspecting/testing rigid-endoscopes
you hold it up to the light and look
for black dots?

Yes, this is a common practice, but
there are other methods to better
accomplish this.

Explain the Role of Inspection and
Functionality Testing for Rigid
Endoscopes

* Externalinspectionis recommended in
the standards and in the IFUs.

* Internalinspection/functionality testing is
recommended in the standards and in the
IFUs.

* A considerationin a “Best Practice”
approach.




Recommendation and Standards
for Rigid Endoscopes

* ANSI/AAMI 2017:
* “Each time a medical device is
processed, it should be visually
inspected for cleanliness and integrity”

* “Enhanced inspection with
magnification, borescopes, or other
inspection methods to verity
cleanliness and integrity may be used”

Recommendation and Standards for Rigid Endoscopes

r D/A
* FDA MAUDE Database Adverse Patient Events:

* On October 15, 2023: It was reported that the “laparoscope lens seemed to be loose due
to an internal failure; it would come in and out of focus and was discovered during an
arthroscopy procedure with no patient harm”

* On August 9, 2023: It was reported that a 2.3 mm x 72 mm arthroscope had “a dark image
during the procedure.”

* On May 16, 2023: It was reported that the scope “overheated, injuring the patient with
what appeared to be a thermal, first-degree burn. The telescope had gouging around the
distal end, with a chipped-rod lens.”

* On May 3, 2023: “A blurry image during the procedure was reported.”
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Examples of Instructions For Use for
Rigid Endoscopes

* Under General Inspection:

* “Hold a piece of writing at approximately 30mm=———p
from the objective cover glass.”

* “Check that the image is not cloudy, out of focus or —
dark.”

* “Do not use a telescope with more than 25 to 30%
defective light-guide fibers.

* “Make sure that the product has no dents, cracks,
bending, or deformations, scratches, lens
damages or cover glass damage.”

A 4

Studies Surrounding the Importance of Inspection and
Functionality Testing for Rigid Endoscopes

In a 2024 published study in the international PROCESS
magazine March/April issue (1-year, 5-U.S. states, 29
hospitals):

41 rigid endoscopes were examined (externally), 26
demonstrated integrity failures at a 63.41% failure rate . ————————)

Of the total 41 rigid endoscopes tested (internal), 5 exhibited oyt e e

integrity failures of the internal optics 12.2% fail rate. \

Figure 4: Endoscopic video verification tool with identified damage (dislodged
lens within the riaid endoscooel
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Studies Surrounding the Importance of Inspection and Functionality
Testing for Rigid Endoscopes Continued..

Examples of Correct Magnification

* Contributing Factors:

COLOR BA‘R
* |nsufficient or lack of 2=

correct magnification | jE i -
. . - 11
to view the internal and :
external surfaces of

rigid endoscopes.

C.H.l.P #2
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Can | use color-coding (taping) for
instrumentation?

=

72

Yes

* ANSI/AAMI ST79 7.4.1 “Instrument
tape and plastic dipping material,
when used properly, are ways of
identifying specific instruments.
These types of marking products
wear out over time and staff need
to inspect them each time the
instrument is processed, check
them for wear according to the IFU
of the product used, and replace
them as often as needed.”
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Key-Dotting (Instrument tracking)

* Like color-coding, but the use of
a small barcode for instrument
tracking

* To a specific set
* To identify for easy labeling
* Follow IFU of key-dot to apply

* Inspect every time for damage
to replace

11

AST on Taping

Standard of Practice XllI

* “Manufacturer’s instructions and
healthcare facility policy should
be followed for the use of colored
tape and plastic dipping materials
for the identification of specific
surgical instruments.”

* “Studies have confirmed that the
use of colored tape does not
interfere with the sterilizing
agent contacting the underlying
surface of the surgical
instruments.”

12
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The Joint Commission

1C.02.02.01, EP 2

e Improperly applied or
deteriorated identification tape
on sterile instruments

e Instrument identification tape
being used contrary to MIFU.

13

How to ensure your
tape is still good after
time?

*Put in a Quality Check:

* Each time an instrument is
touched during assembly the
tape/dipping integrity is
inspected along with how the
instrument looks

* Tray audits

* Document results

Damage

14
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C.H.LLP. TIP #3

Are there specific cleaning
brushes for certain
instruments/devices? Or a
brush-is-a-brush?

15

(IFU) Instructions-
For-Use Smith &
Nephew Dyonics
Arthroscopy
Shaver Handpieces

“Using the fork area brush
Clean the drive fork area for a

Minimum of 30 seconds”.

IFU Reviewed: 07-29-22 42208 (onesourcedocs.com

Cleaning, Disinfecting, and Sterilizing

Cleaning,
Detergents

infecting, and Steril

ae H oulsice hisrangs

— Using the blade port brush clean the nose cavity usnngsmg
and in/out movements for a minimum of 30 sec

= s o N i con e RS o
‘minimum of 30 seconds.

and containment devices. Enzymaic defergents aid in the removal
oforganic soil such as blood. Detergents such as Prolystica 2 or
‘equivalent should be used at the concentration and femperat

- men | Bladerort | ForkArea
e s Bush | Bush Brush

72200616, 72200617,

recommended by the defergent manufacturer. 1 to 4 mL/L_giffolystica Brush Brush 2 Brush3.
o enzymatic
s manufactured by STERS Corporator in the 72201500,72201503 Bush4 | Bushs Brush 3

\mhdamn of the cleaning processes for Smith

Table 3: Brush identfication

[ or equivalent”
225" area length, 0.75" diameter

Manual Cleanin;
8 : Bristles: Nylon, 2.0 area length, 0.25" diameter (no taper),
o 14.00" minimum length
* Dried biood, saline, and WO e -
major cause afeqmp tion. wx\
leaner or Ny
sterilizing
nt other than ME specificly identiiedinthe  12Pered 0 0.507), 600" minimum length

Solo Ho , Inc.PY , or equivalent

procedures for disposal of biohazardous wiaste.
WARNING Orly Smith & Nephew DYONCS: Disposatle

Blades can be used with the DYONICS
mmlmﬂlﬂs . The blades are intended for
single use only. Do not resterlze. Do not ubricate blades.
Discard all blades after

Nylon, 075" area length, 0.5° diameter
with ferrule], 600" minimum length
Solo Horton Brushes, Inc. PN 86-0340-1206, or equivalen”
Brush 4: Bristles: Nylon, 175" area length, 156" diameter {no taper]
14.00° minimum lengt
Solo Horton Brushes, Inc. PN 86-0134-14ST, or equivalent”

2. Disconnect the handpi ible from
back the locking collaron the connector,then unplugging it fom
he control unit. Do not disconnect the cable from the handpiece:

Place the protective cap on the connecior end of the cable.

1sh 5: Bristles: Nylon, 175" area length, 0.5" diameter
ftapered to 0.25"), 6.00" minimum length
‘Solo Horton Brushes, Inc. PN 86-0212-1234, or equivalent™

-

Setihe suction fothe fuly

Rinse thoroughly with warm tap water for a minimum of two
minutes, making sure o irgate al features of he device.

Immerse the handplece and soak for a minimum of five minutes
sing a neutral pH enzymatic defergent.

7. aferinmersionof th derce o the conmatc deaner, e e

o

o

8. While the unitis immersed, clean using the specified brushes from
Sollo Horlon Brushes, Inc. (or equivalent] in Table- 3.

-

scrub
with hand

* Equivalent must include bristie material, bristle area length. and
i as

9. Scrub crevices and around hinged/mating surfaces with the blade
portbrush.

10. Rinse thoroughly with warm tap water for a minimum of 30 seconds,
making sure [0 imgate all features of the device. Ensure that he:
suction controllever is opened and closed repeatedly whie rinsing
the device lumen

Manual Cleaning Verification
1. Afer cleaning, inspect devices under norme ligting fo enstre that

around
during scrubbing
~ Wi the suction control lever in the open positon, nsert the
lumen brush in the device spigol {proximal end of e
sl e e g el s o
the brush for a minimum of 30 secor
~ Reinsert the lumen brush from the dmﬂeﬂd of he device
end and clean the lumen from the opposiee difection using
twisting and in/out movements of the brush for a minimum
of 30 seconds.

2. Ifnot visibly clean, repeat deaning and reinspect. For difficul-to-
View areas, 3% hydrogen peroxide may be applied (bubbling s
evidence of the presence of blood).

Note: Rinse insiruments thoroughly with warm tap water following
any hydrogen peroxide testing

Operations/Service Manual  DYONICS* Handpieces 1060266 e 1

16
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How Many Cleaning
Brushes do Need for A
Shaver?

17

Why must | clean screens in my
washer or cart washer all the
time? | don’t have time to clean,
and the next shift will do it!

I C.H.IP Tip #4

* Daily, each shift, or as
needed

* Reduce issues with

sprayers and spray arms,

and the water pump

18
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Example of an IFU
for a Washer o
Disinfector

“6.1 Cleaning Procedures:
Suggested Frequency, As

A\ WARNNG — SLIPPING HA
To prevent slips, keep floo:

precautions
procedures  set
detergent or chemical label
andlor Material Safety Data
Sheet (MSDS).

Promptly clean up any

or drippage. For spills
or drippage of detergents or
other chemicals, follow safety
and handling
forth on

B ”
Required”.
Table 6-1. Routine Maintenance - Check List (Cont'd)
Reconjmended frequency of inspection is indicated in the right column. Usage and |  Suggested
utiity ffonditions may require more or less frequent inspections. Frequency

5.0 | | EMERGENCY FEATURES
Verify operation of Emergency Stop butions (one on each side of washer; see —
SECTION 6.7) ¥

60| | CHAMBER GOMPONENTS

.17 | Perform cleaning procedures as noted in this section (see SECTION 8, DALY As required
CLEANING and SECTION 8, WEEKLY CLEANING. 4

7.0 | CHEMICALS AND INJECTION PUMPS.

71 | Verty pickup tube is not clogged, cracked or distorted. If damaged call AxXiyear
STERIS or Customer's Maintenance Service. i

7.2 | Verify operation of chemical empty switches. 4 Xlyear

80 | CONVEYORS (if option is present)

g1 | Poler to SCS Conveyor System Operaior Manual (PO20806-634) for more | oo
detailed information about preventive maintenance.

5o | Referto Relance ATS Automated Transport Sysiem Operator Manual (P122965-004) |, oo
for more detailed information about preventive mainienance. otk

90 | FINALTEST
Verify washer/disinfector has proper labels (caution, warming, etc.). Each Inspection

https://search.onesourcedocs.com/document/view/revision/2106049/model/1127489?source=search

ach day, clean washer as follows:
1. Adter the last cycle of the day, allow unit to cool

2. Open unload side door.

3. Remove sump debris screen from wash chamber and clean.

Debris

NOTE: Aiways clean debris screen while it is stil wet, before
foreign matter dires.

o

Reinstall sump debris screen.

6. Remove manifold sliding inlet and inspect for debris.

IFU Reviewed: 01-06-23

19

C.H.I.P Tip #5

Do | have to test the irrigation in an
ultrasonic irrigator? | already run a
test to test for cavitation.

Yes, Irrigation, chemistry, and
temperature fails are contributing
factors.

1/23/2026

10



Breakdown of
LumCheck and
Possible Reasons for
Not Passing

1/23/2026

Daily Testing of all Cleaning Equipment

ANSI/AAMI ST79 2017, 13.2 Monitoring of Mechanical Cleaning Equipment:

= "“Health care personnel should perform verification testing on all mechanical
cleaning equipment as part of the overall quality assurance program.”

= "“Mechanical cleaning equipment should be tested upon installation, each day
that it is used, and after major repairs.”

= "Key performance outcomes include clean surfaces and adequate fluid flow in
equipment that has adaptors for lumened devices.”

ANSI/AAMI ST79 2017 ANNEX D Verification tests for Ultrasonic Cleaners
“Test for cavitation in ultrasonic baths”

"“Test for soil removal (external) in ultrasonic bath”

“Test for soil removal (internal within lumens) in ultrasonic bath”

=
i

* LumCheck Fails:
* Damaged ports °E r ..
* Damaged tubing connectors o F -
* Damaged/kinked tubing v .
* Tubing blocked/plugged - &H T
* Damaged/kinked main/carotid tubing to manifold e
* And........

22
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Cont...Breakdown
of LumCheck and ’
Possible Reasons
for Not Passing

fRhJUST

1 ME‘..*. "

LumcCheck Fails:

* Damaged or going
bad irrigating water
pump (for irrigation)
e.g., pump (clogged
filter) thus, no water

23

C.H.I.P. Tip #6

* Do you have to inspect/test light
cables? | am not aware that we
have to?

* Yes, in the IFU and

recommendations/standards
state inspection.

1/23/2026
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Recommendation and Standards for Light Cables

* ANSI/AAMI 2017:

* “Each time a medical device is
processed, it should be visually
inspected for cleanliness and _
integrity”

e “Enhanced inspection with
maghnification, borescopes, or
otherinspection methodsto ___
verify cleanliness and integrity
may be used”

25

Recommendation and Standards for Light Cables

o FDA MAUDE Database Adverse Patient Events: ™ DA

e OnJanuary 28, 2025, a shaver handpiece was reported for having “Once turned on, the
end of the cable sparked, and the drape caught fire.”

e Lastly, onJuly 5, 2023, it was reported that “the light source unexpectedly became
disconnected and burned a hole through the drapes. This resulted in 5mm diameter
burn to patient's left chest.”

e On August 26, 2019, it was reported that the “light fiber quality is poor (the fibers are
dark).”

26

1/23/2026

13



Examples of Instructions For Use for
Light Cables =5

* Under 5.3 Expected Service Life
* “The expected service life of the

cable is 100 reprocessing cycles.” s
* “Prior to each use, visually inspect /
the cable for damage...”

* ”and test the device function.” ——

* “If there is any sign of damage or @

malfunction, the device should not

be used.”
27
Studies Surrounding the Importance of Inspection and
Functionality Testing for Rigid Endoscopes
* Preliminary 2-year Study, 2024-2025, 21 facilities 21F.0. Light Cables Examined

across 8 different states.

* 21 F.O. light cables examined, and 16 identified with
integrity failures, at a 76% failure rate.

* Determined by a 20% fail rate or higher as a failure.

= Fail Rate = Pass Rate

28
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C.H.I.P #7

We use cleaning brushes
on the clean side to
inspect insfruments and
devices. Is this practice,
OK?e

Yes and No

* History (cleaning brushes) used
on the clean side

* The IFU of cleaning brushes is to
clean, not inspect BE CAREFUL
ON HOW IT READS!

* The Joint Commission (hot topic)

29

C.H.I.P. Tip #8

Is it ok to have wire Stainless steel/Brass
brushes in the decontamination area?

THE ANSWER IS IT DEPENDS. WHAT DOES THE IFU STATE:

AAMI ST 79 STATES “...USE BRUSHES AND OTHER CLEANING
IMPLEMENTS INTENDED FOR USE ON MEDICAL DEVICES;
BRUSHES SHOULD BE CHECKED FOR VISIBLE SOIL AND DAMAGE
FOLLOWING EACH USE AND SHOULD BE FREQUENTLY CLEANED
AND DISINFECTED, IF THE DEVICE MANUFACTURER SPECIFIES A

EQUIVALENT SHOULD BE USED..."” —

THUS, ON STAINLESS STEEL BRUSHES, THE DESIGNED USAGE OF
THIS STAINLESS WIRE BRUSH (PICTURED ) 1S MOSTLY FOR BONE
FILES AND ORTHOPEDIC INSTRUMENTS TO HELP REMOVE
CEMENT. IF THE IFU STATES YOU CAN USE A METAL BRUSH, THEN
MAKE SURE YOUR POLICY REFLECTS ITS USE AND ONLY ON
THOSE ITEMS. THIS ALSO PERTAINS TO BRASS TYPE BRUSHES AS
WELL.

d=OIP bowe._9las300ZGoFOSajfwAAAA& mediaurl=http%3A%2F%2Fi.ebayimg.com%2fimages%2F%2FADBAAOS
wnDZUBvvh%2Fs-

1300 jpg&exph=2258expw=3008g=stainlesstmedical+grade+steek+cleaning+brushessselectedindex=101 &cbir=s
bigajaxhist=0&vt=08eim=1,2,63ccid=bowe%2F9lassimid=608028623119714256

Stainless steel brush

Orthopedic Cement / Burr Brush

White plastic handle with
stainless steel bristles

SPECIFIC BRUSH OR CLEANING IMPLEMENT, THE BRUSH OR AN//

i

e

o
AESCUNAR, MM B d Mo 0

30
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C.H.LP. Tip 9

* Does INNTUITIVE
state anything on
inspection of their
instrumentation?

* Yes, the IFU

merrrmrrerns -

31

INTUITIVE IFU

¢ This would be the minimum

requirement

* Not all magnification are equal

* If you pay more for the maghnifier,

does not mean higher magnification
level.

Supplies needed in Decon

See the following pages for step by step instructions using the following materials:

* Large container or sink to fit instrument (27 inches or 70 cm minimum length)
* pH-neutral to mildly alkaline enzymatic solution (pH 7-11)

¢ Syringe with Luer tip (20 mL minimum)

* Running cold water

* Gauge monitored pressurized water (30 psi/2 bar)

e Critical water, per AAMI TIR34

* Clean nylon brush

*  Flush port adapter (Luer fitting, Intuitive Surgical cleaning kit)

* Magnifying glass (ﬁ)

32

1/23/2026
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INTUITIVE Recall Statement: December 29, 2025

* Frayed pitch cables may
be identified through
endoscopic view.

NTUITIVE

* Define an endoscopic
view: Camera on the end.

o
INTUITIVE

Urgent: Medical Device Recall (Update)

December 29, 2025

Pitch Cable Failures on da Vinci X, da Vinci Xi and dV5 Tenaculum
Forceps and Small Graptor™ (ISIFA2024-10-C)

223450003 e Bramec

555604609 Rev A A2 SSE086.00 Rev o ———
L e o
Form Tempine 1553687 e =]

.
INTUITIVE
INTUTTIVE

et £ Al g s Mt P G
“ [ —

s

ot

pllnapen

s Cae b

seem o sen o

e 13, ol g o uments S Sk oy ok s e £ 5 b

-----
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Examples of
Why Inspection
is Essential

34
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C.H.I.P. Tip #10

* When purchasing new
transport containers why can’t |
use containers from Walmart or
Target? They are a lot cheaper!

* Answer: No, non-medical grade
containers are not validated to be
disinfected between uses and
become damaged very easily,
which can cause injury to
employees with sharp edges, etc.

* Harsh chemicals can be
absorbed into the plastic as well

I C.HILPTip11

* Why do we need to test our heat
sealers? AAMI does not state to!

* You are correct that AAMI does
not specifically address heat
sealers, but equipment fail &
need a functionality test & ISO.

36

18



Heat Sealers are a
Piece of
Equipment

* |[FUs can state yearly or
twice a year calibrations.

* They get damaged.

* The aeration fans gets

37
Heat Sealers are a
Piece of Equipment
* More examples of damage
Teflon inside a heat-sealer Beltamage and cracked
rotating wheel
38

1/23/2026
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Recommendations/Standards

* ANSI/AAMI ST799.5.4 “...be closed so that

all pouch seals are smooth (i.e., without
folds, bubbles, or wrinkles).”

* ISO 11607.2.2019 5.3 Operational

Qualification, “PQ shall demonstrate the
process will consistently produce preformed
sterile barrier systems”.

* ISO 11607.2.2019 5.4“packaging process is

under control and within the established
parameters during routine operation and
consistently producing the specified process
output”.

39

Cross-Sectional 2023 Preliminary
Study on Heat Sealers

12-month study that was conducted from
January to December 2023, across 39
healthcare facilities.

Heat seal pouches had a 37% defect rate.

95% unaware of/or failed routinely to rotate
the Teflon roll, per the MIFU.

93% facilities were not conducting required
quality testing on heat-sealers in accordance
with ISO.

Thank you to Ms. Elammari for the data collection.

Rotate the Teflon Roll

5%

95%

= Failed = Passed

Quality Testing on Heat-Sealing Equipment

= Testing

7%

NotTesting

40
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Thank you,
Questions?

2026 Healthmark Clinical Educators

41
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