PHILIPS

Field Safety Notice

Philips MR systems with MR Elastography (MRE)
Potential for inaccurate (lower) liver stiffness measurements

April 2026

This document contains important information for the continued safe and proper use of
your equipment

Please review the following information with all members of your staff who need to be aware of
the contents of this communication. It is important to understand the implications of this

communication.

Please retain this letter for your records.

Dear Customer,

Philips has become aware of a potential safety issue affecting MRE systems in combination with MR
systems (see Section 3) that could impact diagnostic accuracy. This Field Safety Notice is intended to
inform you about:

1. What the problem is and under what circumstances it can occur

Philips has become aware through the MRE software system developer Resoundant about an issue
affecting MRE stiffness measurements when a specific range of image reconstruction parameters is
used in combination with Resoundant’s algorithm. Specifically, the reconstruction voxel size settings
in the default MRE scan protocol are too small, which can potentially lead to inaccurate liver
stiffness measurements (lower values). See Figure 1.

Figure 1. An example of what may occur. The left Elastogram was obtained with 1.17mm
reconstruction voxel size from default MRE protocol and shows stiffness measurements in the liver
are biased toward lower values. The right Elastogram was obtained with 1.65mm reconstruction
vxel size using the same data.

As of March 2026, there have been 6 complaints associated with this issue. There have been no
reports of injury or adverse events.

2. Hazard/harm associated with the issue
If the liver stiffness measurement is underestimated, there is a potential for misdiagnosis of the
fibrosis stage. This could then result in a delay of appropriate management and/or increased risk of
patient harm due to unsuitable treatment.
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3. Affected products and how to identify them

Identification of Impacted Systems:
Your Philips MR system(s) is impacted if you have a model listed in Table 1 with MR Elastography
(MRE).

Table 1. Impacted MR systems

Model Name Model Number (REF)

Achieva 1.5T 781178, 781196, 781296

Achieva 3.0T 781278

Evolution Upgrade 1.5T 782116, 782148, 782166
Evolution Upgrade 3.0T 782143, 782162

Ingenia 1.5T 781315, 781341, 781396, 782115
Ingenia 1.5T CX 781262

Ingenia 3.0T 781342,781377,782103

Ingenia 3.0T CX 781271, 782105

Ingenia Ambition S 781359, 782108, 782139

Ingenia Ambition X 781356, 782109, 782138, 782160
Ingenia Elition S 781357, 782106, 782137

Ingenia Elition X 781358, 782107, 782136

MR 7700 782120, 782153

SmartPath to dStream for 1.5T 781260, 782112

SmartPath to dStream for 3.0T 782145

SmartPath to dStream for XR and 3.0T | 781270, 782113

SmartPath to Ingenia Elition X 782118, 782144,782163
Upgrade to MR 7700 782130

To identify if your system has MR Elastography (MRE), navigate to the
Philips\Abdomen\Liver\Specials folder within the Philips protocol database and verify if your
system contains the protocols shown in Figure 2.

Figure 2. Default MRE scan protocols
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Intended Use of MR System:

Philips Magnetic Resonance (MR) systems are Medical Electrical Systems indicated for use as a
diagnostic device. This MR system enables trained physicians to obtain cross-sectional images,
spectroscopic images and/or spectra of the internal structure of the head, body, or extremities, in
any orientation, representing the spatial distribution of protons or other nuclei with spin. Image
appearance is determined by many different physical properties of the tissue and the anatomy, the
MR scan technique applied, and presence of contrast agents.

Functional Description of MR Elastography:

MR Elastography (MRE) is a software and hardware option intended for use on Philips MRI
Systems for producing images representing tissue stiffness of the abdominal area, such as liver
and muscle. MRE allows for FFE and/or SE-EPI acquisition, depending on the configuration. MRE
relies on a phase-sensitive gradient echo or spin echo acquisition, acquired at multiple time points
for each planned slice. This acquisition is performed while an external device (Resoundant device)
provides vibration at a predetermined frequency.

4. Actions that should be taken by the customer / user in order to prevent risks for patients or users

e Continue to use MRE as per established clinical guidelines. MRE should not serve as the sole
determinant of patient outcomes.

e To prevent this issue from occurring, manually update the scan protocol settings as described
below. These steps will ensure that the MRE workflow only operates within Resoundant’s
acceptable performance through defined protocol parameters.

A. MR systems on software R5
1. Perform one of the following:

o If you have an existing MRE ExamCard, add it to the ScanList

o If you are creating a new MRE ExamCard:
a. With an ExamCard in the ScanlList, select Add New Protocol item.
b. Navigate to the required MRE protocol from the

Philips\Abdomen\Liver\Specials folder (refer to Figure 2 above)

¢. Addthe MRE protocol to the ScanlList.

2. Double-click the MRE protocol to edit it.

3. Onthe Geometry tab make the following changes:
e Change the FOV RL to 480 mm
o Change the Recon voxel size RL to 1.5mm
e Accept the changes

Figure 3. Updated MRE protocol settings in the Geometry tab

Summary Physiology Geometry | Cont'ast| Motion |

Patient weight [kq] 80
Nucleus H1
Unifarrnity CLEAR
Fov RL (mm) 480 (450)
AP (mm) 431 (403)
FH {rrim) 43
ACD voxel size  RL (rm) 15
AP (rrirr) 468
Slice thickness {mm) 10
Recon voxel size RL (m... 1.5 (1.17)
AP (mm) 1.5 (1.17)
Image shutter yes

Fold-over suppression no
Reconstruction matrix 320 (384)

SEMSE yes
P reduction (AF) 2

(CS-SEMNSE no

k-t BLAST o

Stacks 1

tuna marallal
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4. Right-click the ExamCard name and select Save ExamCard.

B. MR systems on software R11 and R12
1. Perform one of the following:

o If you have an existing MRE ExamCard, add it to the Exam Overview

o |f you are creating a new MRE ExamCard:
a. With an ExamCard in the Exam Overview, select Add New Protocol item.
b. Navigate to the required MRE protocol from the

Philips\Abdomen\Liver\Specials folder (refer to Figure 2 above)

c. Addthe MRE protocol to the Exam Overview.

2. Double-click the MRE protocol to edit it.

On the Protocol Dashboard, click the Show/Hide Advanced Parameters button.

Show/Hide Advanced Parameters

4. Onthe Geometry tab make the following changes
e Change the FOV RL to 480 mm
e Change the Recon voxel size RL to 1.5mm
e Accept the changes
o NOTE: For the FFE_MRE_4sl protocol on Release 12 systems, it may be necessary to
re-enter the Recon voxel size RL of 1.5mm if the system defaults to 1.48mm.

Figure 4. Updated MRE protocol settings in the Geometry tab

Advanced Parameters

5. Save the ExamCard:
o In the Exam Overview toolbar, next to the ExamCard name, click the More options

icon ﬂ

e Click Save ExamCard.

e You may continue to use your system(s) in accordance with the intended use.

e Circulate this notice to all users of this device so that they are aware of the issues and
associated hazard/harm.

e Please retain this Field Safety Notice with your system(s) until the software upgrade is installed;
ensure the notice is in a place likely to be seen/viewed.
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e Please complete and return the attached response form to Philips MR promptly and no later
than 30 days from receipt of this letter via email to: <Market to insert local contact
information>. Completing this form confirms receipt of the Field Safety Notice, understanding of
the issue, and required actions to be taken.

5. Actions planned by Philips MR to correct the problem

Philips is actively engaging experts to determine the necessary action related to potential
retrospective record reviews where appropriate, proportionate, and aligned with standard practice.

A Philips representative will contact you to schedule time for a Field Service Engineer (FSE) to install
a software upgrade to resolve the issue (reference 2026-PD-MR-003).

If you need any further information or support concerning this issue, please contact your local Philips
representative.

Sincerely,

[ Electronically signed by: Akivia Rivera Garcia
/M{ Reason: "I Approve"
VY Date: Apr 10, 2026 15:09:16 GMT+2
Akivia Rivera Garcia
Head of MR Quality
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Field Safety Notice Response Form

Reference: Philips MR systems with MR Elastography (MRE) - Potential for inaccurate (lower) liver
stiffness measurements

Instructions: Please complete and return this form to Philips promptly and no later than 30 days from

receipt. Completing this form confirms receipt of the Field Safety Notice, understanding of the issues,
and required actions to be taken.

Customer/Consignee/Facility Name:

Street Address:

City/State/ZIP/Country:

Customer Actions:
e Follow the instructions provided in Section 4 of the Field Safety Notice.

We acknowledge receipt and understanding of the accompanying Field Safety Notice and confirm that
the information from this letter has been properly distributed to all users that handle the affected MR

system(s).

Name of person completing this form:

Signature:

Printed Name:

Title:

Telephone Number:

Email Address:

Date (DD / MMM / YYYY):

Please complete and return the attached response form to Philips promptly and no later than 30 days
from receipt via email to: <Market to insert local contact information>
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