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Class 2 Device Recall MR 5000 Series

August 28, 2026

September 25, 2026

Open3, Classified

Z-3312-2026
9983423

K22344224 K22345825 K25139726 K25180827

Product Classification System, nuclear magnetic resonance imagi_ng28 - Product Code LNH?°

Product MR 5300;
Model number (REF): 1. 782110, 2. 782152, 3. 782156, 4. 782196;

Software Versions: R11, R12 and R13;

Code Information 1. Model number (REF): 782110;

UDI-DI: 00884838099364;

Serial Numbers: 63007, 63027, 63064, 63076, 63097, 63123, 63132, 63137, 63148,
63150, 63160, 63236, 63237, 63238, 63258, 63300, 63302, 63360, 63370, 63394,
63397, 63398, 63445, 63523, 63576, 63599, 63636, 63696, 63735, 63766, 63767,

63774, 63806;

2. Model Number (REF): 782152;

UDI-DI: 00884838112841;

Serial Numbers: 69000, 69007, 69008, 69012, 69015, 69016, 69017, 69030, 69048,
69067, 69068, 69070, 69071, 69076, 69078, 69089, 69094, 69096, 69097, 69101,
69102, 69110, 69121, 69124, 69126, 69128, 69134, 69135, 69137, 69143, 69150,
69154, 69160, 69161, 69171, 69175, 69180, 69193, 69194, 69198, 69209, 69212,
69238, 69239, 69240, 69241, 69247, 69249, 69250, 69263, 69264, 69265, 69266,
69287, 69289, 69290, 69299, 69300, 69304, 69307, 69309, 69310, 69312, 69316,
69318, 69319, 69320, 69321, 69338, 69342, 69344, 69345, 69366, 69367;

3. Model Number (REF): 782156;

UDI-DI: 00884838115675;

Serial Numbers: 93000, 93007, 93008, 93018, 93023, 93026, 93028, 93037, 93054,
93073, 93084, 93100, 93101, 93102, 93103, 93104, 93105, 93106;

4. Model Number (REF): 782196;

UDI-DI: 00884838128446;

Serial Numbers: 54016, 54024, 54036, 54040, 54050, 54054;
FEI Number 3006648320

Recalling Firm/

Manufacturer Philips North America
222 Jacobs St
Cambridge
MA
02141-2296

For Additional

Information Contact 800-722-9377

https://lwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=222673
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Quantity in Commerce

Distribution

Class 2 Device Recall MR 5000 Series

When exporting diffusion tensor imaging (DTI) scans from a MR system using the
Enhanced MR DICOM format, the exports contain incorrect data (diffusion
directions). If the Enhanced MR

DICOM export is used in conjunction with third-party software for tractography (e.g.
for mapping nerve fiber pathways in the brain), the software will not be able to
correctly process the DTI data for

reconstruction.

Software design

On August 28, 2026, URGENT Medical Device Correction letters were sent to
customers.

Actions to be taken:

1. To prevent the issue from occurring while Philips is developing the software
solution, use the Classic DICOM transfer option for exporting DTI scans.

2. You may continue to use your system(s) in accordance with the intended use.
3. Circulate this notice to all users of this device so that they are aware of the issue
and associated hazard/harm.

4. Please retain this Urgent Medical Device Correction letter with your system(s)
until the software upgrade is installed; ensure the notice is in a place likely to be
seen/viewed.

131

Worldwide distribution - Nationwide and the countries of Algeria, Argentina, Australia,
Austria, Bangladesh, Belgium, Brazil, Canada, Chile, China, Colombia, Cyprus,
Czech Republic, Denmark, Dominican Rep, Ecuador, Egypt, Equator. Guinea,
Finland, France, French Guiana, Georgia, Germany, Ghana, Greece, Honduras,
Hong Kong, Hungary, India, Indonesia, Iran, Iraq, Ireland, Israel, Italy, Japan,
Jordan, Kazakhstan, Kenya, Kyrgyzstan, Latvia, Lebanon, Luxembourg, Malaysia,
Malta, Martinique, Mauritius, Mexico, Moldova, Monaco, Morocco, Myanmar,
Namibia, Nepal, Netherlands, New Zealand, Nicaragua, Norway, Pakistan,
Palestine, Peru, Philippines, Poland, Portugal, Qatar, Romania, Russian Fed., Saudi
Arabia, Serbia, Singapore, Slovakia, South Africa, South Korea, Spain, Sweden,
Switzerland, Syria, Taiwan, Thailand, Tunisia, T¢rkiye, United Kingdom, Uruguay,
Utd.Arab.Emir., Uzbekistan, Vietnam.

Total Product Life Cycle TPLC Device Report3®

" Arecord in this database is created when a firm initiates a correction or removal action. The record is updated if
the FDA identifies a violation and classifies the action as a recall, and it is updated for a final time when the recall

is terminated. Learn more about medical device recalls3’.

2 per FDA policy, recall cause determinations are subject to modification up to the point of termination of the

recall.

3 The manufacturer has initiated the recall and not all products have been corrected or removed. This record will
be updated as the status changes.

510(K) Database

510(K)s with Product Code = LNH3?
510(K)s with Product Code = LNH33
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