Medtronic

60 Middletown Avenue
North Haven, CT 06473
USA
www.medtronic.com

MEDICAL DEVICE CORRECTION
Covidien Emprint™ Ablation Pumps, Remote Temperature

Probes, Reusable Cables and Generators

April XX, 2019
Attention: Risk Management Director and O.R. Materials Management
Dear Valued Customer:

The purpose of this letter is to advise you that Medtronic is issuing a field correction for specific item
codes of Covidien Emprint™ devices distributed in China. This voluntary action is being conducted to
align the intended use statements listed in the Instructions for Use (IFU) brochures with the China
license registration. There are no patient safety implications or quality issues related to this action.
You may continue to use your Emprint™ devices. This voluntary action affects the IFUs distributed with
the item codes listed below.

Iltem Code |Description

CAPUMPL |Emprint™ Ablation Pump
RTP20 Remote Temperature Probe for use with Emprint ™ Ablation System

CAL90RCI Emprint™ Ablation Reusable Cable
CAGEN1 |Emprint™ Ablation Generator

The revised Instructions for Use (IFU) brochures list the intended use for the above devices which are
consistent with the NMPA license for these devices. A printed copy of the revised IFU will be
forwarded to you by May 31, 2019. The revised language in the IFU is:

Intended use: The product is intended for use in percutaneous,
laparoscopic, and intraoperative coagulation (ablation) of liver tumors,
not intended for use in cardiac procedures. Note: The individual single
lesion of target tumor should not be more than 5 cm in diameter; for
multiple lesions, the number of lesions should not be more than 3 and
each the average size of lesion should not be greater than 3 cm.

Please share this revised IFU information with all users of Emprint™ devices in your facility. If you have
distributed the Emprint™ devices listed above, please promptly forward the information from this
letter to those recipients. Please dispose of all IFUs that are currently at your facility following receipt
of the revised documents.
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This action is being taken with the knowledge of NMPA. We request that you contact Medtronic if you
experienced quality problems or adverse events.

e Email Medtronic Post Market Vigilance at: cqa@medtronic.com

Required Actions:

1. Upon receipt of the revised IFUs, please dispose of IFUs included with the products listed in the
table above.

2. Notify all users of Covidien Emprint™ devices of the revised IFU information.

3. Please complete the reply form even if you have no inventory of the affected product listed
above.

We sincerely apologize for any inconvenience this situation may cause you or your facility. Thank you for
your attention to this notification.

Sincerely,

China RA
Medtronic
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Medical Device Correction Notice
Acknowledgement and Receipt Form—Response is Required
Covidien Emprint™ Ablation Pumps, Remote Temperature

Probes, Reusable Cables and Generators
Please complete this form in its entirety.

Date:

Name of Person Completing this form:

Title:

Direct Phone#:

Email:

Account Name:

Account Number:

Account Address:

City: State: Zip Code:

Telephone Number:

| have read and understand the instructions provided and acknowledge receipt of the
Medical Device Correction Notice regarding Covidien Emprint™ ablation pumps, remote
temperature probes, reusable cables and generators by signing below. | also agree to
further distribute and communicate this important information within my facility and to
any facility that | have further distributed Covidien Emprint™ ablation pumps, remote
temperature probes, reusable cables and generators as required.

Product purchased through distributor: Contact to your Distributor directly.

Name (print) Signature (Signature Required)
Date

PLEASE EMAIL OR FAX THIS ACKNOWLEDGMENT TO:
Medtronic: XXX@medtronic.com
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