Medtronic

Urgent Field Safety Notice
VS3 Iridium- MMS-IR and Beam-Combiner

Notification

Product GTIN # Part # / CFN # Serial Numbers
VS3 IR SYSTEM 174-0012 FLRSENCE
MIMS 18130400103489 174-0012
See Attachment 1: Affected Serial
VS3-IR 175-0012 785NM MMS 10813040013711 175-0012
Numbers
VS3 IR LIGHT 161-0001 BEAM
18130400103625 161-0001
COMBINER
October 2022

Medtronic Reference: FA1280

<For use in countries that follow EU MDR: EU Manufacturer Single Registration Number (SRN): < IL-MF-
000019980>

Dear Healthcare Professional,

The purpose of this letter is to advise you that Medtronic is initiating a voluntary Urgent Field Safety Notice
for the EleVision IR (VS3 Iridium) MMS-IR and Beam-Combiner serial numbers listed above.

Reason for this Field Action

This Urgent Field Safety Notice is being issued following five (5) complaint reports to Medtronic reporting a
broken optical fiber cable. Four (4) of the complaints were specific to the Beam-Combiner optical fiber cable
and reported loss of function; one (1) was specific to the MMS optical fiber cable and reported thermal
damage and loss of function. Medtronic's evaluation of the optical fiber cable breakage identified that cable
damage can occur through handling or bending and can lead to loss of functionality and heating/melting of

the outer cable surface. Medtronic has redesigned the cable to reduce the likelihood of breakage.

Risk to health

The potential harm to the patient from a broken optical fiber cable is delay of treatment and tissue injury
(from moving from laparoscopic to an open procedure). The potential harm to the user is eye injury and
thermal burn. Five (5) complaints have been received to date for the issues. In one (1) of the five (5)
complaints, tissue injury occurred when loss of functionality due to the broken optical fiber cable resulted in
conversion from a laparoscopic approach to an open approach. Another one (1) of the five (5) complaints
was related to melting of the outer cable and melting of the instrument drape. No patient or user injury was

reported in that or the other three (3) complaints.
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This Urgent Field Safety Notice notification has no impact on patients who have previously undergone a
procedure using the VS3 Iridium- MMS-IR or Beam Combiner. These patients should continue to be

monitored per your practice’s normal follow-up procedures.

Actions to mitigate risk:
1. Prior to use, visually check the Beam-Combiner and MMS optical fiber cable for signs of being
pinched, kinked or damaged. Avoid folding the cables and handle with care to prevent damage.
2. After the white balance has been performed as per IFU guidance, test the EleVision IR system at the
beginning of the surgical procedure as follows:
a) Turn on the laser.
b) For the laparoscopic configuration of the EleVision IR system, point the distal end of the
endoscope towards a bright surface, keeping the scope approximately 3 cm from the target.
This prevents the white light from scattering. For the open configuration of the EleVision IR
system, position the distal face of the MMS approximately 30 cm from any object. If you see
a message on the screen indicating that the device is too close to tissue, move the device
further away from the object until this message disappears.
c) Aftertwo (2) seconds, the monitor screen should show a message indicating that the laser is
on, a blinking red dot, and a running clock. If all these indications are seen properly on the

monitor screen, turn off the laser after five (5) seconds.

If the screen does not show an indication that the laser is on, a blinking red dot, and a running clock, the laser

is not functioning properly and the EleVision IR system should not be used in the surgical procedure.

If any pinching, kinking, or damage of the optical fiber cable is noted, or if the system does not work properly
during the above-described laser test, do not use the system. Please report a complaint and arrange for

servicing of the Beam Combiner and / or MMS device by contacting your Medtronic Representative.

If your system is operating properly, please continue to use the EleVision IR system for your procedures.
Medotronic will contact you to schedule servicing of your Beam Combiner and/or MMS device, as the product
becomes available. Medtronic is prioritizing servicing for the customers reporting EleVision IR system

problems.

Additional actions:

e Immediately notify all personnel in all care environments in which the EleVision IR (VS3 Iridium) - MMS
and/or Beam Combiner are used about this Field Action.

e Please post this notification in a prominent location and maintain awareness of this matter until the issue
is resolved with a redesigned cable replacement.

e Ifyour facility has distributed the VS3 Iridium MMS and/or Beam Combiner to other persons or

facilities, please promptly forward a copy of this letter to those recipients.
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Medtronic

Additional information:

Medtronic has notified the Competent Authority of your country of this action.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your
prompt attention to this matter. If you have any questions regarding this communication, please contact

your Medtronic representative.
Sincerely,

Local / BU Manager

Enclosure: Attachment 1 (Affected Serial Numbers)
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Medtronic

Urgent Field Safety Notice

VS3 Iridium- MMS-IR and Beam-Combiner
Attachment 1: Affected Serial Numbers

Note: Serial number can be found on the housing of the MMS-IR and the housing of the Beam-Combiner.

Product

GTIN #

Part # / CFN #

Serial Numbers

VS3 IR SYSTEM
174-0012
FLRSENCE
MMS

18130400103489

174-0012

3784634,3784711,3784722,3784617, 378-4002, 3784581, 3784592,
3784595, 3784599, 3784601, 3784603, 3784605, 3784606, 3784608,
3784609, 3784610, 3784612, 3784613, 3784614, 3784615, 3784616,
3784629, 3784619, 3784620, 3784621, 3784622, 3784623, 3784624,
3784626, 3784627,3784628, 3784636, 3784659, 3784631, 3784632,
3784633, 3784635, 3784652, 3784637, 3784638, 3784639, 3784641,
3784642, 3784643, 3784644, 3784645, 3784646, 3784647, 3784648,
3784649, 3784650, 3784651, 3784669, 3784653, 3784654, 3784655,
3784656, 3784660, 3784661, 3784662, 3784663, 3784664, 3784665,
3784666, 3784667,3784736, 3784671, 3784672,3784673, 3784674,
3784676, 3784678,3784679, 3784680, 3784681, 3784682, 3784683,
3784685, 3784686, 3784687, 3784688, 3784689, 3784691, 3784743,
3784755, 3784705, 3784706, 3784708, 3784709, 3784760, 3784712,
3784713,3784714,3784715, 3784716, 3784717,3784718, 3784719,
3784720, 3784721, 3784766, 3784723, 3784724, 3784725, 3784726,
3784727,3784728,3784731, 3784732, 3784733, 3784734, 3784735,
3784776,3784737,3784738, 3784819, 3784744, 3784746, 3784748,
3784750, 3784751, 3784752, 3784753, 3784754, 3784837, 3784757,
3784758, 3784759, 3784838, 3784761, 3784762, 3784763, 3784764,
3784765, 3784863, 3784775, 378-4513, 3784777, 3784779, 3784780,
3784781, 378-4782, 3784788, 3784789, 3784790, 3784791, 3784792,
3784793, 378-4003, 3784796, 3784797, 3784798, 3784799, 3784800,
3784801, 378-4582, 3784809, 3784811, 3784812, 3784813, 3784820,
3784821, 3784822, 3784823, 3784824, 3784825, 3784826, 3784827,
3784828, 3784834, 378-4015, 378-4536, 3784839, 3784841, 3784864,
3784865, 3784867, 3784868, 378-4004, 378-4007, 378-4009, 3784670,
378-4017,378-4001, 378-4021, 378-4006, 378-4501, 378-4008, 378-
4010, 378-4012, 378-4013, 378-4014, 378-4504, 378-4016, 378-4018,
378-4020, 378-4506, 378-4502, 378-4503, 378-4508, 378-4505, 378-
4507, 378-4511, 378-4510, 378-4512, 378-4515, 378-4524, 378-4529,
378-4531, 378-4532, 378-4535, 3784630, 378-4537, 378-4538, 378-
4567, 378-4569, 378-4583, 378-4584, 378-4587, 378-4588, 378-4589,
378-4590, 378-4591, 378-4593, 378-4594, 378-4596, 378-4597, 378-
4598, 378-4600, 378-4602, 378-4604, 378-4611, 378-4618, 378-4640,
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Product

GTIN #

Part # / CFN #

Serial Numbers

378-4657, 378-4658, 378-4668, 378-4675, 378-4677, 378-4690, 378-
4729,378-4739, 378-4740, 378-4742, 378-4745, 378-4767, 378-4768,
378-4769, 378-4770, 378-4771, 378-4772,378-4773, 378-4774, 378-
4805, 378-4806, 378-4829, 378-4858

VS3-IR 175-
0012 785NM
MMS

10813040013711

175-0012

378-4534, 378-4528, 378-4527, 378-4526, 378-4525, 378-4523, 378-
4522, 378-4521, 378-4520, 378-4519, 378-4518, 378-4517, 378-4516,
378-4514, 378-4586, 378-4005, 3784875, 3784874, 3784808, 3784807,
3784803, 3784802, 3784787, 3784786, 3784784, 3784704, 3784702,
3784700, 3784696, 3784694, 3784693, 3784692, 3784703, 3784701

VS3 IR LIGHT
161-0001
BEAM
COMBINER

18130400103625

161-0001

361-0901, 361-0903, 3611026, 3610942, 361-0908, 3610946, 3610947,
3611095, 3610950, 3610951, 3610952, 3610953, 3610956, 3610957,
3610958, 3610961, 3610963, 3610964, 3610965, 3610968, 3610971,
3610972,3610973, 3610974, 3610975, 3610976, 3610977, 3610978,
3610979, 3610996, 3610998, 3610999, 3611000, 3611001, 3611004
3611169, 3611007, 3611008, 3611009, 3611011, 3611012, 3611014
3611015,3611016, 3611019, 3611025, 3611027, 3611028, 3611029
3611030, 3611031, 3611032, 3611033, 3611034, 3611035, 3611036,
3611039, 3611041, 3611042, 3611044, 3611046, 3611048, 3611049
3611050, 3611051, 3611052, 3611053, 3611055, 3611056, 3611057,
3611058, 3611059, 3611060, 3611062, 3611063, 3611065, 3611068,
3611070, 3611071, 3611073, 3611074, 3611075, 3611078, 3611079,
3611080, 3611082, 3611083, 3611084, 3611085, 3611086, 3611087,
3611088, 3611090, 3611091, 3611092, 3611077, 3611096, 3611097,
3611099, 3611100, 3611101, 3611109, 3611104, 3611106, 3611108,
3611110, 3611157,3611111,3611112,3611113,3611114, 3611115
3611116,3611117,3611118,3611119,3611120, 3611121, 3611123,
3611124, 3611125,3611126, 3611128, 3611129,3611130, 3611131,
3611133,3610949, 3611135, 3611136, 3611138, 3611139, 3611140,
3611142, 3611146,3611149, 3611152, 3611153, 3611154, 3611156,
3611159, 3611158, 3611196, 3611160, 3611161, 3611162, 361-0909
3611164, 3611165,3611166,3611167,3611006, 3611170, 3611171,
3611172,3611173,3611174,3611175,3611176,3611177, 3611178,
3611180, 3611181, 3611182, 3611188, 3611189, 3611190, 3611191,
3611192,3611194, 3611195, 3611219, 3611197,3611199, 3611200,
3611201, 3611218, 3611222, 3611223, 3611224, 3611225, 361-0917
361-0919, 361-0945, 361-0970, 3611134, 361-0907, 3611047, 361-
0010, 361-0011, 361-0012, 361-0013, 361-0902, 361-0904, 361-0906
361-0910, 361-0911, 361-0912, 361-0913, 361-0914, 361-0915, 361-
0916, 361-0918, 361-0921, 361-0922, 361-0923, 361-0924, 361-0926
361-0929, 361-0930, 361-0931, 361-0932, 361-0933, 361-0936, 361-
0937, 361-0938, 361-0940, 361-0941, 361-0943, 361-0944, 361-0955
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Product

GTIN #

Part # / CFN #

Serial Numbers

361-0966, 361-1037, 361-1040, 361-1045, 361-1061, 361-1067, 361-
1072,361-1076, 361-1103, 361-1122, 361-1132, 361-1144, 361-1148,
361-1168,361-1183, 361-1204, 361-1205, 361-1207, 361-1208, 361-
1209, 3611102, 361-1013
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