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Change Notification

From: Wilson Wolf Quality Department
Date: May 1¢t, 2026
Regarding: Assembly Location Change

Dear valued customer, the purpose of this Change Notification is to inform G-Rex customers of changes
impacting the products listed below.

Reason for Change:

Wilson Wolf's contract manufacturing partner, Trelleborg Sealing Solutions, notified Wilson Wolf that they intend
to implement changes at their River Falls, Wisconsin facility. These changes primarily involve remodeling the
facility, the result of which is that they will no longer be supporting contract manufacturing at that site. Trelleborg
offered Wilson Wolf the opportunity to transfer the work to a Trelleborg Medical Solutions facility in Menomonie,
Wisconsin known as EirMed. Wilson Wolf evaluated all potential options and ultimately determined that
transferring the contract assembly work to EirMed was the best option to maintain product quality and continuity
of supply.

Affected Products:
Product Description Catalog Number (REF)
G-Rex100M-CS 81100-CS
G-Rex100M-CS RUO RU81100-CS
G-Rex100M 81100
G-Rex100M RUO RU81100
G-Rex100 80500

Description of Change:

The location of assembly of the listed affected products will change as described below.

Previous Assembly Location New Assembly Location
Trelleborg Sealing Solutions Eirmed (Trelleborg Medical Solutions)
434 Highland Drive 2920 59t Street
River Falls, Wisconsin 54022 Menomonie, Wisconsin 54751
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The Trelleborg Medical Solutions Menomonie, WI facility and associated business unit is primarily focused on the
contract manufacture of regulated medical products. This site is ISO 13485 certified and compliant with 21CFR
part 820. The site has undergone qualification activities according to Wilson Wolf procedures which includes
successful completion of site audits conducted by Wilson Wolf.

The transfer of product assembly from the previous location to the new location has been designed to mirror the
existing manufacturing process as closely as possible. All equipment and manufacturing processes will be
validated according to the internal requirements of both Wilson Wolf and EirMed prior to production of saleable
products. Additionally, verification and revalidation of design requirements will be conducted prior to production of
saleable products. This includes revalidation of the sterilization process for applicable products manufactured at
the new facility. This change will not adversely impact the affected products, and it will not impact the form, fit, or
function of the products. The affected products will continue to be distributed from Wilson Wolf's facility at 2100
Old Highway 8 St. Paul, MN 55112.

We currently expect assembly of saleable product to commence at the new facility in July of 2026. Based on our
current inventory levels and customer forecasts, we expect the earliest our customers would receive product
manufactured at the new facility to be Q4 2026. These timelines are our best estimates at this time and may be
subject to change based on unforeseen circumstances, changes in vendor lead times, and changes to our
forecasted product demand. Rest assured that Wilson Wolf has implemented various measures to ensure
continuity of supply and maintain our record of 100% on-time delivery.

Please reach out to Wilson Wolf if you have questions or to let us know how we can further assist you in this
matter.

Sincerely,

7'?294, 9@&&»
Taylor Jackson

Quality Manager

+1 651-467-5028

Taylor.Jackson@WilsonWolf.com
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