OLYMPUS

URGENT: MEDICAL DEVICE CORRECTION - Update
Toomey and Ellik Evacuator Products

Model
Product Name Number UDI-DI Lot Numbers
30-cc Toomey Evacuator w/ 188 0082195001053

catheter adapter

50-cc Toomey Evacuator w/

188A 00821925001077
catheter adapter

All
Ellik Evacuator w/ bulb 194 00821925002586

Replacement glass body

for an Ellik Evacuator 190A 0082195003538

Date: 30-June-2026
Attention: Urology Department, Risk Management Department

Dear Healthcare Professional:

This letter is to update you on the medical device correction action that Olympus initiated on June 5, 2026, regarding the
Toomey and Ellik evacuator devices listed in this letter. These products are distributed non-sterile with cleaning
and sterilization instructions provided in the instructions for use (IFU). Some sterilization parameters included in
the IFU may not consistently render the devices adequately sterile and therefore should no longer be used to
sterilize the devices. Page 4 of this letter provides updated sterilization parameters which have been validated
and are to be exclusively used to sterilize these devices going forward.

Note: This version of the letter includes additional clarification on page 4.

The Toomey (Figure 1) and Ellik (Figure 2) evacuators are used to irrigate the lower urinary tract and to remove
and collect tissue following a transurethral resection procedure. These evacuators devices and their accessories
are intended for use with Gyrus ACMI® resection sheaths.
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Toomey Evacuator, 188, 188A

The Toomey Evacuator and adapter accessories are

compatible with Gyrus ACMI Elite and Elite 2 Resection
Sheaths |<|:l:| L |

Figure 02: Toomey Evacuator with Catheter Adapter

Description

188 30 cc Toomey Evacuator with Catheter Adapter
188A 50 cc Toomey Evacuator with Catheter Adapter
Figure 1. Schematic of the Toomey Evacuator with catheter adapter.

Ellik Evacuator, [REF| 194

The Ellik Evacuator and adapter accessories are compatible
with Gyrus ACMI Elite and Elite 2 Resection Sheaths.
Assembly of the Ellik Evacuator Components should be
performed while immersed in a basin of water.

Figure Identifications (Figure 1

1. Ellik Latex Bulb, 194-2

2. Cone with Male Connector and Tubing, Non-
Locking, rer 191-NRS

3. Glass Body for Ellik Evacuator, E 190A

Figure 01: Ellik Evacuator Assembly
for Elite Series Resectoscopes, rer 194
Figure 2. Schematic of the Ellik Evacuator assembly.

Reason for Action:

This action is being taken because it has been determined that some of the sets of sterilization parameters
provided in the IFU may not consistently render the devices adequately sterile.

Risk to Health:

If the affected Toomey and Ellik evacuator devices are reprocessed using sterilization parameters that have not
been validated to consistently achieve sterility, there is a potential risk that viable microorganisms may remain on
the device prior to use. Use of a device that has not been adequately sterilized may increase the risk of infection,
including localized or systemic infections, in patients undergoing transurethral resection procedures.

The likelihood and severity of infection may vary depending on factors such as the patient’s health status, the
nature of the procedure, and the level and type of microbial contamination, if present. To date, Olympus has not
confirmed reports of serious adverse events directly attributable to this issue. However, continued use of
unvalidated sterilization parameters could potentially increase the risk of infection to patients.
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Actions Required:

Our records indicate that your facility has received one or more of the affected products. Olympus therefore
requests that you take the following actions:

1. Examine your inventory for the model numbers / UDI numbers listed in the table on page 1 of this notice. If
you have affected products in your inventory, replace any existing sterilization instructions for these
products with those provided on page 4. Additionally, Olympus requests that you add these instructions to
any existing copies of the IFU. If page 4 of the previous letter was already added to existing copies of the
IFU, replace it with the version of page 4 included with this letter.

2. Olympus requests that you acknowledge receipt of this letter through our recall web portal. Note: This
request applies even if you no longer have any affected product in your inventory.

a. Go to https://olympusamerica.com/recall

b. Enter the recall number: 0504
c. Complete the form.
3. If you have further distributed this product, identify your customers, and forward this notification to them.

Olympus requests that you report any complaints to our Technical Assistance Center (TAC) at 1-800-848-9024,
option 1, and the FDA. Adverse events experienced with the use of this product may also be reported to the FDA’s
MedWatch Adverse Event Reporting program either online, by regular mail, or by fax.

Olympus fully appreciates your prompt cooperation in addressing this situation. If you require additional
information, please do not hesitate to contact me by phone at (484) 553-1029 or by email at
Ashley.Mitch@Olympus.com.

Sincerely,
Aoliley Miceh

Ashley Mitch
Senior Manager, Medical Device Recalls
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Instructions to Be Used (Exclusively) to Sterilize

Toomey and Ellik Evacuator Products Going Forward

(Note: Changes from the previous version are shown using underlined text.)

Sterilization of the Toomey Evacuator Devices (Replacing the tables in Section 7 of the IFU)

All components of the Toomey evacuator can be steam sterilized using the parameters shown in the
table below. The EO sterilization cycle options for the Toomey evacuator indicated in section 7.2

of the IFU are not to be used going forward. As noted in section 5.4 of the IFU, the Toomey

evacuator must be disassembled prior to cleaning and must remain disassembled through

sterilization.
Parameter Option 1 Option 2° Option 3 Option 4 Option 5
Tvpe of Cvcle Pre-Vacuum Pre-Vacuum Pre-Vacuum Gravity Gravity
P ¥ (Wrapped) (Wrapped) (Wrapped) (Wrapped) (Wrapped)
132 °C 134 °C 135°C 121°C 132°C
Temperature . . . . .
(270 °F) (273 °F) (275 °F) (250 °F) (270 °F)
Exposure Time 4 minutes 3 minutes 3 minutes 30 minutes 15 minutes
Drying Time 30 minutes 30 minutes 30 minutes 30 minutes 30 minutes

Sterilization of the Ellik Evacuator Devices (Replacing the table in Section 6 of the IFU)

All components of the Ellik Evacuator can be steam sterilized using the parameters shown in the table
below. As noted in section 5.4 of the IFU, the Ellik evacuator must be disassembled prior to

cleaning and must remain disassembled through sterilization.

Parameter

Option 1

Option 2"

Option 3

Type of Cycle

Pre-Vacuum (Wrapped)

Pre-Vacuum (Wrapped)

Pre-Vacuum (Wrapped)

Temperature 132 °C (270 °F) 134 °C (273 °F) 135 °C (275 °F)
Exposure Time 4 minutes 3 minutes 3 minutes
Drying Time 30 minutes 30 minutes 30 minutes*

*Plus an additional 15 minutes of cool-down time on a wire rack outside the chamber.
"Note: The sterilization cycle indicated as Option 2 in both tables above is not cleared for use in the

United States.

FY26-051
Version AB

OLYMPUS CORPORATION OF THE AMERICAS

3500 CORPORATE PARKWAY, CENTER VALLEY, PA 18034
TELEPHONE (484) 896-5000

Page 4 of 4

Template No. GTMP-00043 Rev A




	URGENT: MEDICAL DEVICE CORRECTION - Update
	Figure 1. Schematic of the Toomey Evacuator with catheter adapter.
	Figure 2. Schematic of the Ellik Evacuator assembly.

	Instructions to Be Used (Exclusively) to Sterilize Toomey and Ellik Evacuator Products Going Forward
	(Note:  Changes from the previous version are shown using underlined text.)
	Sterilization of the Toomey Evacuator Devices (Replacing the tables in Section 7 of the IFU)
	Sterilization of the Ellik Evacuator Devices (Replacing the table in Section 6 of the IFU)


