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URGENT: FIELD SAFETY NOTICE
IV Non-Dedicated Gravity Admin Sets

10" July 2026
Dear Valued Customers:

ICU Medical is issuing this letter to notify you of a potential labeling issue affecting two items and two lots of IV
Non-Dedicated Gravity Admin sets. This notification details the issue and the affected products in Table 1.

Overview of the Issue:

ICU Medical has identified a lot-specific issue where the product identified on the shipping box may not match
the product inside of the box. The products inside of the shipping box are accurately labeled in accordance with
their respective configurations.

Potential Risk:

To date, ICU Medical has received zero (0) reports of serious injury, and zero (0) deaths associated with this
issue. The configuration inside the box, which is correctly labeled, does not match the configuration listed on the
outside shipping box.

Affected Products:
The affected items and lot numbers are provided in Table 1, below:

Table 1: Affected Product Information

Shipper Box Item Information Item Inside Box

Item Number: 011-H1225 Item Number: 011-MC330607

Description: 41 cm (16") APPX 2.7mlL, Description: Ext Set, PUR Yellow, Clave™
Ext Set Tubing PUR Ambrate, Spike, Y-
Clave™, Luer Check Valve Lot Number: 14372382

Lot Number: 14368930

Item Number: 011-MC330607 Item Number: 011-H1225
Description: Ext Set, PUR Yellow, Description: 41 cm (16") APPX 2.7mL, Ext
Clave™ Set Tubing PUR Ambrate, Spike, Y-Clave™,

Luer Check Valve
Lot Number: 14372382
Lot Number: 14368930
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Customer Required Actions

1. Check all inventory locations within your institution for the affected products listed in Table 1 and
discontinue use,

2. Quarartine the affected product and destroy or discard it immediately following your institution’s
process for destruction or discarding,

3. Complete and return the attached Customer Response Form to EMEA-FSMN@EIicumed. com within 10 days
of receipt to acknowledge your understanding of this notification,

4, DISTRIBUTORS: If you hawe distributed potentially affected products to your customers, please
immediately forward this notice to them and request that they complete the response form and return
it to YOU. Thenthe DISTRIBUT OR must complete a SINGLE form with the required details and return to
EMES-FEM@icurm ed. com

Follow up actions by ICU Medical:
2 Medical will provide full credit to affected customers upon receipt of a complete Custom er Response Form to

certify product destruction, Full credit shall be provided if the form is received within 120 days of receipt of this
nctification. For further inguiries, please contact 1CU Medical using thefollowing information:

ICU Medical Contact Contact Information Areas of Support

Global Complaint To report adverse events or product
o FroductComplaintsPP&icumed, com P ; £
Management cormplaints

Questions about product replacement

Customer Service Regional Support | 10U kedical
2 port | and/for credit,

Your country regulatory agency has been notified of this action
12U Medical is committed to patient safety and is focused on providing exceptional product reliability and the

highest level of customer satistaction. Thank you for your prompt support on this important matter. We
appreciate your cooperation.

Sincerely,

Corine Broekhuizen
Dire ctor of Quality, 120 Medical BY

See below:
Customer Response Form
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URGENT: FIELD SAFETY NOTICE — RESPONSE FORM
IV Non-Dedicated Gravity Admin Sets

10t July 2026

Check your inventory and complete the information below, even if you do not have the affected product. Failure to complete all sections
of this page may result in improper, delayed or denied credit.

Please return the completed form to EMEA-FSN@icumed.com, If you have questions about this form please contact EMEA-
FSN@icumed.com or your local sales representative.

Customer Number (Refer to the original email subject line
for your CNXXXXXX /customer number)
Name of Hospital / Facility

Hospital / Facility Address

Telephone Number

Name and Title of Person Completing this Form

Signature of Person Completing this Form

Date

If Purchased through a distributor, please list distributor
name/location here for traceability purposes

Please select one:
1 1 have NO affected products (complete and return this form to the e-mail address above)

] YES, | have affected products, | have notified users in my facility and | have followed the instructions provided to me and destroyed
all affected items (see table below)

If you have affected product on hand, please complete table 1 below:
TABLE 1

Item / SKU Number Lot Number Quantity in Quantity Destroyed Date of Destruction
inventory (Eaches) (Eaches)

If you have distributed the product further, please complete table 2 below with collated information received from your
customers and respond to ICU Medical with the overall information.
TABLE 2

Item / SKU Number Lot Number Quantity destroyed Date of Destruction
locally (Eaches)

Adverse events and complaints associated with the use of this product should be reported and emailed to ICU Medical’s Global
Complaint Management Department at ProductComplaintsPP@icumed.com .
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