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An investigation was canducted on 8/2/2022 for
Complaint #IL 2295984/71328/222930. The Facility
was not in compliance with the Condition for
Coverage, 42 CFR 416.51, Infaction Control for
Ambulatory Surgical Centers as evidenced by:

Q0240 | INFECTION CONTROL Qo240
CFR{s): 418.51

The ASC must maintain an infection control program
that seeks to minimize infections and communicable
diseases.

This CONDITION is NOT MET as evidenced by:

Based on observation, document review and
interview it was determined that the Facllity
failed to ensure adherence to effective infection
control practices related fo the high-level
disinfection of the equipment used for vaginal
ultrasounds and the ongoing implementation of the
infection control surveiliance of post-surgical
Infections, This potentiaily affects ail patients
that present to the Facility that require surgical
services. As a resull, the Condition for Coverage,
416.51 Infaction Control was not in compliance.

Findings include:

The Facifity failed to ensure that the infection
control program included post-procedural infection
survailiance and detection through ongoing data
collection and analysis. See deficiency cited at
Q-0242.The Factiity failed to ensure ongoing
Tollechion of data of post procedure infections

was included as an integral part of their quality
assessment and performance improvement program to
ensura ongoing surveillance of post procedure
infactions. See daficiency cited at Q-0244. The
Facility failed to ensure that an infection

control plan/program was fully implemented by
failing to ensure to follow the manufacturer's

Any deficiency statement ending with an asterisk (*) denotes a deficlency which the institution may be excused from correcting providing it Is determined that other
safeguards provide sufficlent protection to the patients. (See reverse for further instructions.) Except for nursing homes, the findings stated above are disclosable S0
Jays following the date of survey whather or not a plan of corection Is provided, For nursing homes, the above findings and plans of correction are disclosable 14 days
'ollrc:iw.ing lithe date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction Is requisita to continued program
Jarticipation.
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Q0240 | Continued from page 1 Q0240
instruction for use to perform high-evel
disinfaction, on the ultrasound machine used to
conduct vaginal ultrasounds. See deficlency cited
at Q-0245.
Q0242 | INFECTION CONTROL PROGRAM Qo242

CFR(s): 416.51(b}

The ASC must maintain an ongoing pregram designed
to prevent, control, and investigats infections

and communicable diseases. In addition, the

infection control and prevent program must include
documentation that the ASC has considered,

selected, and Implemented nationally recognized
Infection control guidelines.

This STANDARD is NOT MET as evidenced by:

Based on document review and Interview, it was
determined that the Facility's failed to ensure
that the infection control program included
post-procedural infection survelllance and
detection through ongoing data collection and
analysis.

Findings include:

1. On 08/01/2022 the Facility's policy tited,
“Infection Control Plan” dated 03/01/2008 was
reviowed and Included, ~,..The Infection control
plan will be monitored and evaluated by the
Performance Committee ... 1. Infection control data
will be collected, analyzed and trended.
Information obtained will be given to the Office
Managst or designes, and used to improve patient
care, as well as Improve practice's parformancs in
the Implementation of its infection/exposure
control plan ..." The Facility's was requested to
provide the infection control surveillance of data
tracking and trending for a sample of selected
patients, The Facility was unable to provide
documents regarding infaction control
survelllance, 2. On 08/02/2022 at 11:30 AM, the
Nurse Manager (€ #2) an Interview was conducted. E
#2 slated that there is an infaction control plan,
but there Is no data being collected if any

patients developed Infections after the procedure.
E #2 stated that the Nurse Practitioner (E #3)
makes the phone calls and is not sure If the nurse
practitioner obtalns Information on patient for

data collection of post-procedure infactions. 3.

On 08/02/2022 at 9:20 AM, the Nursa Practitioner
(E #3) was interviewed. E #3 stated thal there is
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Q0242 | Continued from page 2

five parcentage possiblility of patient developing
Infection after a surgical procedure. E #3 stated
that there no data collected from the patients of
post precedural infections. E #3 stated "We do not
do any type of survelllance after the

procedure.” 4.0n 08/02/2022 at 10:00 AM, the
Medical Director (MD #1) was Interviewed, MD #1
stated that he was not aware that the Facillity was
not conducting surveillance of post procedural
infections. MD #1 stated that there is risk for
infection after any surgical procedure. MD #1
stated that they plan to hire a consultant to
oversee the infection control practives at the
facitity,

INFECTION CONTROL PROGRAM - QAP
CFR(s): 416.54(b}(2)
(The program s -]

An integral part of the ASC's quality assessment
and performance improvement program

This STANDARD is NOT MET as evidenced by:

Based on docurnent review and interview, it was
determined that the Facility failed to ensure

ongoing collection of data of post procedure
infections was included as an Integral part of

their quality assessment and performance
improvement program to ensure ongoing surveillance
of post procedure infections.

Findings include: 1. On 08/01/2022, the Consulling
Committes Maeting Minutes for 01/2021 — 07/2022
was reviewed. The meetings were hekd quarterly,
and sign-in sheet included the key members of the
facility attending the committee meetings. The
committee meeting minutes included lopics of
discussion such as: credentialing, approval of
policies and procedures, tissus review report, the
infaction control report on hand hygiena,

infection control prioritized risk for infection

control -COVID pandemic, environment of care,
census report and employee related agenda, The
Consulting Committee Meeting minutes did not
include data of the ongoing surveilance of
post-procedure infections. 2. On 08/02/2022 at
11:30 AM, the Nurse Manager (E #2) was
Interviewed. E #2 stated that there is an

Infection control plan, but there is no data being
collected if any patients developed infections

after the procedurs. E #2 stated that thare is no
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Q0245

Continued from page 3

data that is presented regarding patients
developing infections after the procedure at the
consulting committee meetings. 3. On 8/02/2022 at
10:00 AM, the findings were discussed with the
Medical Direclor (MD #1). MD #1 stated that he [s
not aware of any data regarding patient's
developing any type of infactions being presanted
at the consulting committee mestings. MO #1 stated
that they plan to hire a consultant 1o overses the
infection control praciices at the

INFECTION CONTROL PROGRAM
CFR(s): 416.61(b)}3)
The program Is -

Responsibte for providing a plan of ection for
preventing, identifying, and managing infections
and communicable diseases and for immediately
Implementing corrective and preventive measures
that result in improvement.

This STANDARD is NOT MET as evidenced by:

Based on document review and interview it was
determined that the Facility talled to ensure that
an Infection control plan/program was fully
Implemented by falling to ensure to follow the
manufacturer’s instruction for use to perform
high-leve! disinfection, on the ultrasound machine
used to conduct vaginal ultrasounds. This
potentially placed al} patients that required a
vaginal ultrasound at risk for infection and
communicable diseases.

Flindings include:

1.0n 08/01/2022 at approximately 10:00 AM, the
Facility's policy titled, "Cleaning,

Sterilization, and Disinfection Guldelines” dated
02/2012018 was reviewed and included, *...A.3: The
sterile processing techniclan will review the
Instruments manufacturer's IFV [Instructions for
use] to determine the requirement for replicating

the validated cleaning and processing methods ...The
manufacturer's IFU will be reviewed periodically

and processing practices will comply with the most
current IFU ...Surgical instruments and equipment
should be cleaned and decontaminated eccording to
the manufacturer’s valldated, written IFU ...methods
used for disinfection will be based on

...semi-critical ...Msk of infection to the patient
-.seml-critical: items that come In contact with

Q0244

Q0245
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American Health Care Centers
DBA: Western-Diversey Surgical Center

2744 N. Western Ave., Chicago, IL 60647

Dept of Health & Human Services

CMS - Chicago, Survey and Operation Group
233 North Michigan Ave., Suite 600

Chicago, IL 60601-5519

Attn: Wilda Melendez/Annette Hodge
August 17, 2022

We at Western-Diversey Surgical Center are planning to resume procedures on August 24, 2022
{Wednesday).

Sincerely;

n

Administrator



IDPH RESPONSE FORMAT
Prefix Tag Paragraph Title
Q0240 4 Surveillance of post-

procedure infections

Q-0244 HLD

Plan of Corrective Action

‘Date

Because of the sensitivity of the
procedures being performed, the
consulting committee has decided on
writing a letter in a pre-formatted form

to survey all patients that had procedures
performed to follow-up for post-operative
infections. This data will be collected by
the infection control coordinator, analyzed
and trended weekly for the next 4 weeks
and quarterly thereafter and will be
reported to the

infection control meeting which is part of
the quarterly consulting meeting.

The collection of data will be started

on Sep. 2022,

Please see attached format of follow-u p
form.

oaner22

All procedures at the facility was
temporarily postponed until deficiency
has been resolved,

The consulting committee has approved
the purchase of Trophone EPR for

High Leve! Disinfection of ultrasound
probes.

Staff took online course with certificate
in preparation for the Trophon training.
Staff training on the use of Trophon EPR
was conducted by Nanosonics field
trainer for the use of Trophon EPR

3 of the staff was also trained to be
“Super Trainer" for the annual
competency of the staff.

The staff will be monitored for comptency
on a monthly basis for the next 8 months
and annully therefater.

07i27i22

08/03/22

08/13/22

0816/22

0811622




M

A
cJamoldsdoc.llDPHResponseTemplate

Q-0242 Infection Control Plan The Infection Control Plan was revisited 08H16/22
by the infection control committee and a
plan to prioritize risk for infection control
was done. The prioritized risk was post-
operative infection follow-up of patients.
For the purpose of infection Control
foliow-up of patients: a letter was created
to be sent to the provider to conduct
surveillance of post-operative infection
of the patient when they follow-up with
their provider, the data will be collected
monthly, analyzed, trended and will be
reported to the Infection Control
Committee which meets quarterly with
the consulting committee,

Q-0245 Infection Control Program  [All procedures at the facility was 07127122
"Cleaning and Sterilization temporarily postponed until deficiency
of Instruments" has been resolved.

The consulting committee has approved 08/03/22
the purchase of Trophone EPR for
High Level Disinfection of ultrasound
probes.

Staff took online course with certificate 08113722
in preparation for the Trophon training.
Staff training on the use of Trophon EPR 08/16/22
was conducted by Nanosonics field
trainer for the use of Trophon EPR
3 of the staff was also trained to be

"Super Trainer" for the annual 08/16/22
competency of the staff.
Policy and Procedure for High Level o8Me22

Disinfection of Ultrasound Probes was
created and approved by the consulting
committee for implementation
Addendum: The log book for the Trophon'
EPR HLD will be monitored daily for the
next 3 months, and monthly thereafter
by the Infection Control Coordinator.
Q-0242 Follow-up for Infection A post op infsction follow-up for elective | 8/16/2022
Q-0244 abortion will be

. conducted and data will be collected for
patients that follow-up or were able to
cail. Data will be collected by the nurse
practioner on a monthly basis, analyzed,
trended and reported to the infection control
committee.




|

The Infection Control Plan was revisited
by the Infection Control Committee and
prioritized risks was identified, for which
a planned data collection was presented
The surveillance Indicators planned were:
Hand Hygiene, Personal Protective
Equipment (PPE), injection Safety and
Medication Handling, Equipment
Reprocessing, Environmental Cleaning
and Handling og BG minitoring eqiupt.
The above indicators data collection will
be conducted daily during procedure
days, collected monthly, analyzed and
trended and will be reported to the
Quarterly infection controf committee
meeting. These activities will be
conducted for the next 3 months on daily
basis, weekly thereafter and monthly
therefter,

IPlease see attached sample form.
Q-0245 Please see attached supprting document 8117/2022
that the 2 probes with corresponding SN
are subjected successfully to Trophon
HLD.

In-service was conducted with the staffon 8HM 7/2022
cleaning and disinfection of surgical equip.

with Spaulding Classification, in conjunction

Trophon EPR was instituted for use after

extensive training and certification of staff

the manufacturers instructions will be followed

on the Trophone EPR for HLD,

Oversite will be conducted by the Infection control
coordinator

on a daily basis for the next 3 months and monthly
thereafter

8/1772022
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*"‘Q' 'Cféaning, Disinfection, and Sterilization of Patient-Care Items

Appendix 6: TROPHON® COMPETENCY SHEET

¢ NAME Kariec  FrpekoCr— DATE ?//7‘/ Y

1. Put gloves on. Note: wear gloves at all times when required as described in the Trophon EPR user

mar:u/al,
MET NOT MET

2. Pre-clean the probe before the high-level disinfection (HLD) cycle, following the probe

manufagcturer's instructions for use (IFUs).
MET__ v/ NOT MET

3. Ensure the probe is clean and free of all visible debrls, bioburden, gel, or other soil.
a. Use Sani Cloths to clean
b. Wipe the transducer cord and all surfaces of the transducer until it is visually clean. Use
friction and work from cleanest to dirtiest areas.
¢. Dry the transducer with a soft, dry cloth,
d. Visually inspect the transducer to ensure it is both clean and dry prior to HLD.

MET ¥ NOT MET

4. Load the clean, dry probe into the Trophon disinfection chamber ensuring:
a. The probe is secured high in the chamber with tip of probe above embossed line.

b. Probe does not contact the chamber wall at any point.
MET__V NOT MET

5. Piace a new red Trophon chemical indicator (Cl) into the indicator holder with the red side facing
up.

7Note: a new Cl is to be used for every cycle.
MET NOT MET

6. Close the chamber door and confirm whether the probe is both clean and dry.
a. If yes, press Start.
/f no, follow the LCD screen prompts.

__ Vv  NOTMET____

7. Atthe end of the 7 minute HLD cycle, Trophon's LCD screen states: “CYCLE COMPLETE
REMO AND WIPE PROBE."

NOT MET
D)A(e chamber door.
. MET ¥  NOTMET

1IC 0008 Page 18 of 29



‘- "‘ﬁlé’aning, Disinfection, and Sterilization of Patient-Care Items

9. Remove Cl, check Cl color against the color chart on the Cl carton and discard.
. a. Note: BOTH the Cl and LCD screen must indicate a successful cycle for the probe to be
/ ready for use. If either the Cl or Trophon LCD screen indicates a fail, repeat the cycle.
MET

NOT MET
10. Remgve and wipe the probe using a clean, dry single use cloth,
MET f NOT MET
1. Cl‘c?me chamber door. The probe is now ready for use.
MET NOT MET.
12, Record the HLD cycle on thea log or printed sticker.
MET l/‘:lOT MET

At the completion of a cycle, remove probe immediately to ensure faster warm up times. If probe
remains in chamber, the Trophon will shut down heaters to ensure probe is protected. Therefore,
warm up times may be longer.

Sleep mode: to save power, Trophon will enter sleep mode after 2 hours of inactivity.

Purging the Trophon of disinfectant is required if the device is to be moved or if Sonex-HL® has
expired. Manufacturer's instructions for purging the Trophon must be meticulously followed.

NANOSONICS, INC —

Trainer: W‘-/
7=
Trainee: ﬁ‘é{,fd_c sl

Date:

IC 0008
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Cleaning, Disinfection, and Sterilization of Patient-Care Items

Appendix 6: TROPHON® COMPETENCY SHEET

NAME ALEXA _Titpcy DATE J’/ A, / 72

1. Putgloves on. Note: wear gloves at all times when required as described in the Trophon EPR user
manual,

MET /- NOT MET

2, Pre-clean the probe before the high-level disinfection {HLD) cycle, following the probe
manufacturer's instructions for use (IFUs).

MET o NOT MET,

3. Ensure the probe is clean and free of all visible debris, bioburden, gel, or other soll.
a, Use Sanl Cloths to clean

friction and work from cleanest to dlrtlest areas.
c Dry the transducer with a soft, dry cloth.

., Visually inspect the transducer to ensure it is both clean and dry prior to HLD.
Y NOTMET__

4. Load the clean, dry probe into the Trophon disinfection chamber ensuring:
. a. The probe is secured high in the chamber with tip of probe above embossed line.
b. Probe does not contact the chamber wall at any point.

V4 NOTMET_____

o Place a new red Trophon chemical indicator (Cl) into the indicator holder with the red side facing

/\Iote a new Cl is to be used for every cycle.
¥V NOTMET__

6. Close the chamber door and confirm whether the probe is both clean and dry.
a. lfyes, press Start.

. Vno. follow the LCD screen prompts.
MET NOT MET.

7. Atthe end of the 7 minute HLD cycle, Trophon's LCD screen states: “CYCLE COMPLETE
REVE AND WIPE PROBE."
MET NOT MET
8. Op:ybé chamber door.
. MET NOT MET

1C 0008 Page 18 of 29



Cleaning, Disinfection, and Sterilization of Patient-Care ltems

9. Remove ClI, check Cl color against the color chart on the Cl carton and discard.
. a. Note: BOTH the Cl and LCD screen must indicate a successful cycle for the probe to be
/ ready for use. If either the Cl or Trophon LCD screen indicates a fail, repeat the cycle,

'  NOTMET______

10. Remove and wipe the probe using a clean, dry single use cloth.
y NOTMET_______

11. Close the chamber door. The probe Is now ready for use.
Y NOTMET___

12. Reéyﬁe HLD cycle on the log or printed sticker.
¥V NOTMET___

Notes:

¢ At the completion of a cycle, remove probe immediately to ensure faster warm up times. If probe
remains in chamber, the Trophon will shut down heaters to ensure probe is protected., Therefore,
. warm up times may be longer.

Sleep mode: to save power, Trophon will enter sleep mode after 2 hours of inactivity.
Purging the Trophon of disinfectant is required if the device is to be moved or if Sonex-HL® has
expired. Manufacturer's instructions for purging the Trophon must be meticulously followed.

NANOSONICS, INC

Trainer: _
Trainee: ?"JN"'VJ/ &M ?AL&—A
Date: Erﬂ'-n/

iC 0008 Page 19 of 29
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Appendix 6: TROPHON® COMPETENCY SHEET

NAME SWANSON | Judre DATE & /}{77’7/
1. Putgloves on. Note: wear gloves at all times when required as described in the Trophon EPR user
manual,
MET NOT MET

2. Pre-clean the probe before the high-level disinfection {HLD) cycle, following the probe
m?lacturer’s instructions for use (IFUs).
MET

NOT MET

3. Ensure the probe is clean and free of all visible debris, bioburden, gel, or other soil.
a. Use Sam Cloths to clean

.

friction and work from cleanest to dirtiest areas.

Dry the transducer with a soft, dry cloth.
Visually inspect the transducer to ensure it is both clean and dry prior to HLD.

C.
d.
MET___ vV | / NOT MET,

4. Load the clean, dry probe into the Trophon disinfection chamber ensuring:
a. The probe is secured high in the chamber with tip of probe above embossed line.
/Frobe does not contact the chamber wall at any point.

¥V  NOTMET__

5. Place a new red Trophon chemical indicator (Cl) into the indicator holder with the red side facing

a Note: a new Cl is to be used for every cycle.

74 NOTMET______

6. Close the chamber door and confirm whether the probe is both clean and dry.
a. If yes, press Start.

/ no, follow the LCD screen prompts.
_ ¥V NOTMET____

7. At the end of the 7 minute HLD cycle, Trophon's LCD screen states: "CYCLE COMPLETE
AND WIPE PROBE."

OT MET_____
Open the chamber door.

. MET__ vV NOTMET____

IC 0008 Page 18 of 29
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9. Remove Cl, check Cl color against the color chart on the Cl carton and discard.
. a. Note: BOTH the Cl and LCD screen must indicate a successful cycle for the probe to be
/eady for use. If either the C1 or Trophon LCD screen indicates a fail, repeat the cycle.

V. NOTMET______

NOTMET_____

11, Close the chamber door. The probe is now ready for use.
V' NOTMET___
12, Recor?e HLD cycle on the log or printed sticker.
NOTMET___

10. RemovT and wipe the probe using a clean, dry single use cloth.

At the completion of a cycle, remove probe immediately to ensure faster warm up times. If probe

remains in chamber, the Trophon will shut down heaters to ensure probe is protected. Therefore,
warm up times may be longer.

Sleep mode: to save power, Trophon will enter sleep mode after 2 hours of inactivity.

Purging the Trophon of disinfectant is required if the device is to be moved or if Sonex-HL® has
expired. Manufacturer’s instructions for purging the Trophon must be meticulously followed.

NANOSONICS, INC

Trainer: W ZA/
Trainee: J ‘ _._Qmm
Date: &-16-3y"
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Appendix 6: TROPHON® COMPETENCY SHEET

NAME Leslie  Aguirre DATE &b~

1. Putgloves on. Note: wear gloves at all times when required as described in the Trophon EPR user

m?al.
MET NOT MET

2. Pre-clean the probe before the high-level disinfection (HLD) cycle, following the probe
m‘an?tcturer's instructions for use (IFUs),

NOT MET

Ensure the probe is clean and free of all visible debris, bioburden, gel, or other soil.
a. Use Sani Cloths to clean

friction and work from cleanest to dlrtlest areas,
c. Dry the transducer with a soft, dry cloth.
d. Visually inspect the transducer to ensure it is both clean and dry prior to HLD.

NOT MET,

Load the clean, dry probe into the Trophon disinfection chamber ensuring:
a. The probe is secured high in the chamber with tip of probe above embossed iine.
b. ,Probe does not contact the chamber wall at any point.

MET l/ NOT MET

5. Place a new red Trophon chemical indicator (Cl) into the indicator holder with the red side facing

/Note a new Cl is to be used for every cycle.
NOTMET_____

6. Close the chamber door and confirm whether the probe is both clean and dry.
a. If yes, press Start.
If no, follow the LCD screen prompts.

4 NOTMET____

7. Atthe end of the 7 minute HLD cycle, Trophon's LCD screen states: “CYCLE COMPLETE
REMOVE AND WIPE PROBE."

NOTMET __

/A{e chamber door.
. MET

—  NOTMET___

IC 6008 Page 18 of 29
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9. Remove Cl, check Cl color against the color chart on the Cl carton and discard.
a. Note: BOTH the Cl and LCD screen must indicate a successful cycle for the probe to be
ready for use. If either the Cl or Trophon LCD screen indicates a fail, repeat the cycle.
MET /

NOT MET

10. Remove and wipe the probe using a clean, dry single use cloth.

MET NOT MET

11. Close the chamber door. The probe is now ready for use,

MET__ v NOT MET

12. Recorg/the HLD cycle on the fog or printed sticker.
MET NOT MET

At the completion of a cycle, remove probe immediately to ensure faster warm up times. If probe
remains in chamber, the Trophon will shut down heaters to ensure probe is protected. Therefore,
warm up times may be longer.

Sleep mode: to save power, Trophon will enter sleep mode after 2 hours of inactivity.

Purging the Trophon of disinfectant is required if the device is to be moved or if Sonex-HL® has
expired. Manufacturer’s instructions for purging the Trophon must be meticulously followed.

NANCSONICS, INC L/
Trainer:; /f W/

Trainee: Leshc A‘qbd?“he

Date: &- AF?'J/

1C 0008 Page 19 of 29




) Cﬁeaning, Disinfection, and Sterilization of Patient-Care Items

Appendix 6: TROPHON® COMPETENCY SHEET

NAME D Gungwzn DATE . el

1. Putgloves on. Note: wear gloves at all times when required as described in the Trophon EPR user

m\ayh
MET NOT MET

2. Pre-clean the probe before the high-leve! disinfection (HLD) cycle, following the probe

myzrcturer’s instructions for use (IFUs).
MET NOT MET

3. Ensure the probe is clean and free of all visible debris, bioburden, gel, or other soil.
a Use Sanl Cloths to clean

friction and work from cleanest to dirtiest areas.

¢. Dry the transducer with a soft, dry cloth.
/V|sually inspect the transducer to ensure it is both clean and dry prior to HLD.

_ NOTMET___

4. Load the clean, dry probe into the Trophon disinfection chamber ensuring:
. a The probe Is secured high in the chamber with tip of probe above embossed line.
Probe does not contact the chamber wall at any point.

NOTMET___

5. Place a new red Trophon chemical indicator (Cl) into the indicator holder with the red side facing

‘/lote anew Cl is to be used for every cycle.
Y  NOTMET_____

6. Close the chamber door and confirm whether the probe is both clean and dry.
a. If yes, press Start.

If no, follow the LCD screen prompts.
/ v NOTMET_____

7. Atthe end of the 7 minute HLD cycle, Trophon's LCD screen states: “CYCLE COMPLETE
REMOVE AND WIPE PROBE.”

NOTMET__
ﬁe chamber door.
. MET__¥  NOT MET

1C 0008 Page 18 of 29
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Cleaning, Disinfection, and Sterilization of Patient-Care [tems

9. Remove Cl, check CI color against the color chart on the Cl carton and discard.
a. Note; BOTH the C! and LCD screen must indicate a successful cycle for the probe to be
ready for use. If either the Cl or Trophon LCD screen indicates a fail, repeat the cycle.
MET /

NOT MET

10. Remoye and wipe the probe using a clean, dry single use cloth.
MET 4 NOT MET

1. CI the chamber door. The probe is now ready for use,

NOTMET____

12. Re;d the HLD cycle on the log or printed sticker.
_ NOTMET____

Notes:

+ At the completion of a cycle, remove probe immediately to ensure faster warm up times. If probe
remains in chamber, the Trophon will shut down heaters to ensure probe is protected. Therefore,
warm up times may be longer.

+ Sleep mode: to save power, Trophon will enter sleep mode after 2 hours of inactivity.

» Purging the Trophon of disinfectant is required if the device is to be moved or if Sonex-HL® has
expired, Manufacturer's instructions for purging the Trophon must be meticulously followed.

NANOSONICS, INC

Trainer: W/ l/

Trainee: « unquian _ gon]

Date: &- !4*71/

IC o008

Page 19 of 29



&
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Appendix 6: TROPHON® COMPETENCY SHEET

NAME LIEORAND | Doudy DATE &/ H|re

1. Put gloves on. Note: wear gloves at all times when required as described in the Trophon EPR user

mayl.
MET NOT MET

Pre-clean the probe before the high-level disinfection (HLD) cycle, following the probe
man/m‘acturer‘s instructions for use (IFUs).

NOT MET

Ensure the probe is clean and free of all visible debris, bioburden, gel, or other soil.
a. Use Sani Cloths to clean
Pt tra St e o T ST e S O e TS e T I IS IS CEEY
friction and work from cleanest to dirtiest areas.
c. Dry the transducer with a soft, dry cloth.

7’ Visually inspect the transducer to ensure it is both clean and dry prior to HLD.
NOT MET

Load the clean, dry probe into the Trophon disinfection chamber ensuring:
a. The probe is secured high in the chamber with tip of probe above embossed line.
7 Probe does not contact the chamber wall at any point.

NOT MET

Place & new red Trophon chemical indicator {Cl) into the indicator holder with the red side facing
up.
/. Note: a new Cl is to be used for every cycle.

NOT MET.

Close the chamber door and confirm whether the probe is both clean and dry.
a. If yes, press Start.

ylf no, follow the LCD screen prompts.
NOT MET

At the end of the 7 minute HLD cycle, Trophon’s LCD screen states: “CYCLE GOMPLETE
REyVE AND WIPE PROBE."

NOT MET,

8. Op?he chamber door.
MET NOT MET

IC 0008 Page 18 of 29
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9. Remove CI, check Cl color against the color chart on the Cl carton and discard.
. a. Note: BOTH the Ci and LCD screen must indicate a successfut cycle for the probe to be
ready for use. If either the Ci or Trophon LCD screen indicates a fail, repeat the cycle.

MET___ ¥  NOTMET
10. Remove and wipe the probe using a clean, dry single use cloth.

Y _NOTMET____

11. CI:)S;tht& chamber door. The probe is now ready for use.

7 NOTMET______

12. Reco /A the HLD cycle on the log or printed sticker,
¥V NOTMET_____

At the completion of a cycle, remove probe immediately to ensure faster warm up times. If probe
remains in chamber, the Trophon will shut down heaters to ensure probe is protected. Therefore,
warm up times may be longer.

Sleep mode: to save power, Trophon will enter sleep mode after 2 hours of inactivity.
Purging the Trophon of disinfectant is required if the device is to be moved or if Sonex-HL® has
expired. Manufacturer's instructions for purging the Trophon must be meticulously followed.

NANOSONICS, INC

Trainer: W 4 “-/

Trainee: A Aedrmino .74
Date: &/N/”/

iC 0008 Page 19 of 29
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luducthint Prowestion, Far Lils.

Notes:
At the compigtion of a cycle, remaove probe mmediately to ensure faster warm-up times.

If probe rernaing in chamber, the trophon EPR will shut down heaters to ensure probe is
pratected. Therefore, warm-up times may be longer.

Sleep mode - to save power, trophon EPR will enter sleep mode after two hours of inactivity.

Purging the trophon EPR of disinfectant is required if the device is to be moved or if
NanoNebulant®/Sonex-HL® has expired. This involves removal of all disinfectant from the
system. Purging may be implemented manually via trophon LCD screen (if relocating or
transporting trophon) or it may be prompted aulomatically {if NanoNebulanit®/Sonex-HL®
Empty the waste drawer when prompted by the trophon EPR LCD screen.

Note: Wear gloves when handiing the waste drawer.

Trainer (Print Name): /L{ ‘ﬁjﬁ}M Stu 272 RpMS

Trainer Signature: /%%’7’_—\
Title: C/Jﬂ ﬁ’r’ws §/,/1emm(l'5—i"

Employee Signature: & L/\i)\( MN

Date: 8/, { ( - 2’\11/

narfosonics

L/u-—r-—r-u-
Nanosonics Limited Nanocsonics Europs Limited Nanosonics, Inc. Nanosonics Europs GmbH
Manutacturor) [Oistributor) (Digtriutor) (B Represantative)
14 Mars Road Unit 2, Lintit Court, Collers Way 7205 E 67th Sreet Peppenbitteler Bogen 66
Lana Cova NSW 2066 Claryion West, Huddorsfield HDE SwL Indlanapolis, N 46256 22300 Hambury
Australa United Kingdom USA Gormany
T +81 2 8063 1600 T +44 1454 860581 T 1-844.TROPHON 1-844-876-7466 T +49 40 48858885
E info@nenoeonics com.au E ukinio@nanoaonics.co.uk E info@trophon. corm E info@nancsonics.eu
WWW.NAN0SONICS .COM. A WWW.NANOBONICS.00 Lk WWW NANOSONICS. 55 WWW.NEROSONICS au

© 2018 Nanosonics Limited, Al dghts reserved MMCO9-GLO-KIT W
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Wuction Prawergion. Far 1

trophon® EPR Competency N

b R T

Name @ H”“Zr é‘rd Pey o Date_g// / -y / 27

1. TROPHON £EPR OPERATION

1.1

Watch the trophon EPR lraining video
{if not previously completed). This wil
take approximately 5 minutes

Met__ \/ Not Met

1.2

Compilete and pass the onling trophon EPR quiz.

Met \/ Not Met

1.3

Check the trophon EPR Validaled Probes List

at your local Nangsonics/Arophon website, under
the trophon menu/trophon Probe compatibdity.
A hard copy of the st can be downfoaded.

Met V' Not Met




nan@onics

{ .~ wtoction Proversion v 1
: 13 C==T -
14
Put gloves on.
Note: Wear gioves at all imes when required as trophon ® EPR
User Manual

described in the trophon® EPR User Manual.

Met__ Not Met

1.5

Pre-clean the probe before the high level
disinfection (HLD) cycle, following the probe
manufacturer's instructions.,

Met \/ Not Met

1.6

Ensure the probe is clean and free of all visible
debris, bicburden, gel or other sol,

Met \/ Not Met




.
Nanosonics

intecten Praverdon. Fer s

o 1.7, —

Dry the probe - ensure there is no visible
maisture or drops of liquid on the probe.

Met_V Not Met

1.8

Load the clean, dry probe into the trophon EPR

disinfection chamber, ensuring:

* Probe is secured high in the chamber with tip
of probe above embossad line

s Probe does not contact the chamber wall at
any point

If you have a curved probe, check the trophon

EPR Validated Probes List at your locsal

Nanosonics/trophon website or download the
fist from the Nanosonics training sits, to see if

you need the CPP, ry.
Met__\/  Not Met
1.9

Place a Chemical Indicator into the locator at
the base of the chamber door, red side up.

Note: A new Chemical Indicator to be usexd
for every cycle

Met \/ Not Met

—rr———
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Trisction Proventon Fer Lita

g 4Q B
a

Close the chamber door and confirm whether
the probe 1s bath clean and dry

« If yes, select “Yes” then press Start
* [f no, follow the LCD screen prompts

Met__\/ Not Met

1.11

Al the end of the seven minute HLD cycle,
trophon EPR's LCD screen states; CYCLE
COMPLETE REMOVE AND WIPE PROBE,

Met_ Not Met

T4

Wear new g

Met Not Met
1.13

Open the chamber docr,

Met__\/  Not Met
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Irducion Prowantion b= 1l

444 ~

Remove Cl, check Cl colour against the colour
chart on the Cl box and discard,

Note: BOTH the Cl and LCD screen must
indicate a successful cyde for the probe to be
ready for use, If either the C! or Trophon LCD
screan indicetes a fal, repeat the cyde.

Met_ \/ Not Met

1.15

Remove and wipe the probe using a dry,
single use cloth.

/

Met Not Met

1.16

Insert the probe into a trophon Clean Ultrasound
Probe Cover and wrap the securing tie around
the cable stain relief.




er
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nfuction Pravereion Fee Ute

4
h

Record the high level disinfection cycle on the
log or printed sticker. Store the probe correctly
for later use

L R

Met Not Met

@ : : o
Frobe may contactst_erl &

Protedure

tissue or bibod
: @it & '
Gritical Wl
* Iniraoperative o'l‘mvagﬁ-xal'_' a- "'
procadure. retrieval .
* Drainage, --»Vemds qlhaiat *
- Biopsy plaeemerzt

« Neadle guidqsga . Vmcu!af abla.tion 1“'

Spaulding Classification

WHAT PROCEDURE WILL YOUR PROBE BE USED FOR?

Pmbémay-eontact mucous
mﬁmbranes and non intact skin

¢, .-'s'

tﬂnﬁoal
“ﬂ‘iﬁ&a?n‘i " Surface ultrasound
3 ,'J'ri:nsva.glna.l scan {broksn skin}
kP T X scan  * Wound scanning
. %. . ° _ Bumevaluation

Probe will only contact
healthy, intact skin

. » . et v
.Non-Critical

+ Surface ultrasound (intact skin)

High leve!
disinfection {

PROBE IS TROPHONED AND READY-FOR PROCEDURE

* Critical probes should be sterilised, or can also be high level disintected and used with a sterile sheath.!

' Rutala WA, Weber DJ, HICPAC. Guideline for Disinfection and Sterilization in Healthcare Facilities. USA: Centers for Disease Control;
CDC 2008 (https:/Avww.cdc.goviinfectioncontrol/pdi/guidelines/disinfectionguidelines.pdh
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e wwm . trophon® EPR Competency .. . . :
Name Amo/d Sobatr £ Date X/) 5’/22

1. TRCPHON EPR OPERATION

1.1

Watch the frophon EPR training video
{if not previously completed). This wall
take approximately 5 minutes

Met__\/ Not Met

1.2

Cormplete and pass the online trophon EPR quiz.

Met \/ Not Met

1.3

Check the trophon EPR Validated Probes List

at your local Nanosonics/Arophon website, under
the trophon menu/trophon Probe compatibility,
A hard copy of the list can be downloaded

Met__ Not Met
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mhulml‘-uh

_.1 4 . , - iy [ Sapriar =T
=
Put gloves on
Note: Wear gioves at all limes when required as trophon ® EPR
User Manual

described in the frophor® EPR User Manual

Met_ Not Met

1.5

Pre-clean the probe before the high level
disinfection (HLD) cycle, folowing the probe
manufacturer’s instructions.

Met \/ Not Met

1.6

Ensure the probe is clean and free of all visble
debris, bioburden, gel or other soil.

Met \/ Not Met
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1.7 AR g o

Dry the probe - ensure thare is no visible
maisture or drops of liquid on the probe.

Met_ V Not Met

1.8

Load the clean, dry probe into the trophon EPR
disinfection chamber, ensuring:

* Probe is secured high n the chamber with tip
of probe above embossed line

¢ Probe does not contact the chamber wall at
ary point

if you have a curved probe, check the trophon

EPR Validated Probas List at your local

Nanosonics/trophon website or downdoad the

list from the Nanosonics training site, to see if

you noed the CPP 2
Met__\/ Not Met

1.9

Place a Chemical Indicator into the locator at
the base of the chamber door, red side up.

Note: A new Chemical Indicator to be used
for every cycle

Met__V Not Met

; 'ﬁ__‘._h

ihﬂ

Mo cantact
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110~

Close the chamber door and confimm whether
the probe is bath clean and dry

« lfyes select "Yes" then press Start
* [f no, follow the LCD screen prompts

Met_ \/ Not Met

1.11

At the end of the seven minute HLD cycle,
frophon BPR's LCD screen states: CYCLE
COMPLETE REMOVE AND WIPE PROBE.

Met Not Met

1.12

Wear new

Met Not Met
1.13

Open the chamber door.

Met__\/ Not Met
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Trdgcsion Praverion Fir L

41.494 -

Remove Cl, check Cl colour against the colour
chart on the Cl box and discard.

Note: BOTH the Cl and LCD screen must
indicate a successful cycle for the probe 1o be
ready for use. If either the Cl or Trophon LCD
screen indicates a fail, repeat the cycle.

Met__ \/ Not Met

1.15

Rermove and wipe the probe using a dry,
single use cloth,

/

Met Not Met

1.16

Insert the probe intc a trophon Clean Uttrasound
Probe Cover and wrap the securing tie around
the cable stain reliaf.

Met__\/ Not Met
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I e s My e
high level disinfection cycle on the
shcterStorelheprobeoorrecﬂy

| N
. otMet_

WHAT PROCEDURE WILL YOUR PROBE BE USED FOR?

. Probe may contact stéiﬂe Proba may contact mucous Probe will only contact
tissug or blood membranes and non intact skdn § healthy, intact skin
@ @ o O
| Critical Semi-Critical Non-Critical
 intraoperative * Transvaginal Intracavity Surtace uitrasound » Surface uitrasound (ntact skin)
pracedury ‘gocyte retrieval « Transvaginaiscan (broken skin)
* Drainage ¢ Venous cathster '+ Transrecial tcan * Wound scanning
« Biopsy placmwnt
: * Vascular ablation

PROBE IS TROPHONED AND READY FOR PROCEDURE

pbes should be steriised, or can aiso be high level disinfected and used with a sterile sheath !

Weber D, HICPAC. Guideline for Disinfaction and Sterilization in Healthcare Facilities. USA: Centers for Diseasa Control;
B (hitps:/fwww.cdc.goviinfectionconirolpdifguidelines/disinfectionguidetines_pdf)
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Notes:
At the completion of a cycle, remove probe immecdiiately to ensure faster warm-up times

If probe remains in chamber, the trophon EPR wil shut down heaters 1o ensure probe i5
protected. Therefore, warm-up times may be longer.

Sleep mode - to save power, rophon EPR will enter sleep mode after two hours of inactivity.

Purging the trophor EPR of disinfectant is required if the device is to be moved or if
NanoNebulant®/Sonex-HL® has expired. This invoives remaval of all disinfectant from the
system. Purging may be implemented manually via trophon LCD screen (if relocating or
transporting trophion} or it may be prompted automatically (if NanoNebulant®/ Sonex-HL®
cartridge has expired)

Empty the waste drawer when prompted by the trophon EPR LCD screen.

Note: Wear gloves when handing the waste drawer.

Trainer (Print Namﬁ):/mﬁam (S)vam? 5 Roms

Trainer Signature;

Title: CL}\ Aﬁp; SM/S%’
Employee Signature: y

Date: 3//'(/})/ W[

nan@onics

Ivinctian Proveution, For Lo

Nanceonics Limited Nanosonics, Inc.

(Manutacturer) {Distributor) {Distributor)

14 Mars Road 5 7205 E 87th Streat

Lane Cove NSW 2066 Indlanapods, IN 46258

Australa Unitad USA

T +61 28063 1800 T 1-844-TROPHON 1-844.876-7456
E into@nanosonics.com.au i E info@trophon.com
WWW.NENoeonMIcs.oom,au x i 1 WWW.NANOSONICE.US

© 2018 Nanosonics Limited, Al dghts msarved.
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Appendix 5: TROPHON® Log

High-Level Disinfectian Loz

sphion EPR Serial
T A O SRR 8 i b A

[8LHO -0°7

START A NEW PAGE YWHEN L1DADING A NE'W 3. MEK CARTRIDGE OR NEW BOX OF (HEMICAL HDICATORS
63 CARTRIDGE START & NEW 8048 DOCUIET DATE LOADED, LOT # & Exp, DATE,
L BOy OFQHER? CAL INDICLTOAS, START LA E w02 X CLRAENT LOT # AND EXp. Dare,

CARTRIDGE REPLACEMENT: +'/HEN 1080 M+ ME-
M TOR BOX: WHEN OPENNG - I
CYCLE RESAUATS: PLACE LABEL 1 S(RJARES BELOW:

READY -TQ-LISE PROBE 14714_ 1. TH: SMALL BO» SELOW [ TNIT &0,

LABE. 5 PLACED C% THE CLEAK Ls% P20SE COMVER
CARTRIDGE REPLACEMENT CHEMICAL INUICATOR REPLACEMENT
Date L B lot# “Erpiration Date Lot Batch # h Expiration Date
e/, Q00| 2023-/0-DC |41 ¢ 10 20723 -03- 02
trophon trophon))

17/08/2022 08:4

17/08/2022 07:58 .~ sn:18640-0pa 7/08/: ot
Disinfection: PASS Cycle #: 5490 Disinfection: PASS Cycle #: 5491
indicator: PA Indicator: PASSWLFAILD
Oporator: Operator:
Probe: b v Green
Notes: {7 Notes: r&s“L &U’l
2™ Label Praces on C ean a 2" Labe Placed on T an 2™ Labe! P aced onClean
tAtrasound Prebe Cover | Utrazound Probe Cover Uhraiound Probe Cover
(0 o L) 3 o
2 Label Prace:z on Coean 2 Labe Plazador Taan 2 Label P acad onClean
Uitrascund Frehe over {trasound rroke g Er Uitrazeund Proba Cover
2 Label Place: on Clean 2 " Labe Plaredon (lepn 2 "tabel P acad onClean
iitrasound Frobe Cover Uitrasound Frobe Cguir Uhtrazour<d Frobe Cover
i A== o= i = Ly
£ Label Flacec on Cean Eﬁ Labe Placed ar ean 27 Late| F nced on L man
Ultrasound Frebe Tover l Utrasound Frobe Lover Ultraseurd Probe Cover
IC GQua

Page 17 of 29



American Health Care Centers

List of Staff Competent to Use Trophon EPR

Name Initial

Arnold Sabater RN (super trainer) ~esweee— __

Andrei MArtyniv, SA (super trainer) -——-—— ~—

Gilbert Garcia, ORT (super trainer) ---------- = ée"

Dalsy Medrano, ORT

TS

Julie Swanson, MMJM“---. _hm

Devi Gunawan, APN DG"

Leslie Aguirre, ulsledn L A——
Alexa Tuleg’ Cﬁ.hhﬁ-‘ K[—
Marie Frukacz Manager ME

Natagha K*:liuruzp\ L\W__

g Al S 64 60530
SN B162 660G
i

i
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