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URGENT FIELD SAFETY NOTICE
Sizing of Medtronic Mosaic™ Aortic Bioprosthesis

Model Number: 305
Updated Sizing Recommendations

January 09, 2014

Medtronic reference: FA599
Dear Physician, Health Care Professional (Hospital Administrator, Risk Manager),

This notification is to provide you with important information regarding the sizing of the
Medtronic Mosaic™ Porcine Aortic Bioprosthesis (all sizes and configurations, Standard and
Ultra). Medtronlc has received infrequent reports of higher-than-expected transvalvular
gradients occurring post implant. These reports have NOT been associated with the Mosaic
Mitral™ Bioprosthesis (Madel 310).

The higher-than-expected transvalvular gradients (> 25 mmHg) of the Mosaic Aortic
Bioprosthesis have occurred at a rate of 0.33 percent (3.3 reports per 1000 aortic implants).
A subset of these valves was explanted within five years of implantation at an overall
occurrence rate of 0.1 percent (1 explant per 1000 aortic implants).

Medtronic has determined that the practice of substantial oversizing can lead to cases of
higher-than -expected transvalvular gradients. Specifically, considerable oversizing, or
implanting a valve substantially larger than the native aortic annulus, may result in the
alteration of normal leaflet movement as blood flowing through the native annulus may not
properly match the size and/or shape of the inflow of the Mosaic Aortic Bioprosthesis.
Further, Medtronic has concluded that the current Mosaic Aortic Bioprosthesis sizing chart
(Indexed effective orifice area (IEQA) chart) and Obturators/Sizers may contribute in some
cases to the selection of a larger than optimal Mosaic Aortic Bioprosthesis.

To optimize sizing, Medtronic is implementing the following actions:

1. Medtronic has madified the {EOA Mosaic Aortic Bioprosthesis sizing chart. Itis
recommended to begin using the updated iEOA sizing chart.

2. Medtronic has modified the current Mosalc Obturators/Sizers to align with the
updated sizing chart. The IFU for the modified Mosaic Qbturators/Sizers has been
updated to include the new sizing chart (iEQA chart). 1t is recommended to use the
modified Mosaic Obturators/Sizers.

3. Medtronic will discontinue distribution of the previous Mosaic Qbturators/ Sizers
and iEOQA slzing chart.

Advlce on action to be taken by the user:

Medtronic recommends surgeons continue to remain diligent in selecting the appropriate
size of Mosaic Aortic Bioprosthesis, Adoption of the updated Mosaic Aortic Bioprosthesis
sizing chart (iEQA chart) and Mosaic Obturators/Slzers will facilitate optimal aortic valve size
selection.

Medtronlc Is not making any specific patient management recommendations. Surgeons and
cardiologists should continue to follow their valve patients per their usual practice and in
accordance with published guidelines.
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Your Medtronic Field Representative will be contacting you about receiving a new Masaic
Aortic Obturator/Sizer set and sizing chart. If you would prefer to order the new Mosaic
Aortic Obturator/Sizer set please contact your Medtronic Field Representative,

The Competent Authority of your country has been informed of this action.
Please share this notification with others in your organization as appropriate. We appreciate
your review of this notification and apologize for the inconvenience that it may cause. If you

have any questions, please contact your Medtronic Field Representative.

Sincerely,

Att: Updated i€EOA Sizing Chart
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Patient-Prosthesis Matching
in Vivo Indexed Effective Orifice Area (IEQA)
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It is recommended that the Medtronic Mosaic Cinch®/Masalc Ultrs®
Aoric Sizers be used t¢ determine the appropriate Medtonic
Mozsaic® bioprosthetic aortic valve size, Refer to tha Instructions For
Use for sizing trtructions.

The Indexed Effective Orifice Area (IEOA) chart may be utilized to
identify the aortic valve size to avoid patient-prosthesis mismatch,?
The iEOA chart information is inteaded for reference purposes only.

The final valve size selection should be based on the sizer critetia
and the surgeon climical fudgmeat after taking into account the
severity of the aortic stenosis precperatively, how physically active
the patient is likely to be postoperatively, patient 2ge, sex, LY
functien and size, and hyperuoghy.*

To assist in avoiding patient-prosthesis mismatch, select a valve size
that achieves an indexed effective orifice area of > 0.75 cm?/m7. I

tha indexed effective arifice area is < 075 cm*/m? (identified in rec,
consideration should be given 1 an annular enlargement procedure,

The risk-to-benefis 1atio of an annular enlargement procedure to
avoid moderate PPM is acceptable in younger patients who can be
expected 10 engage in vigorous physical activities, whereas it woudd
net be prudentin an eldery patient who is sedentary.*

To Maximize Patient-Prosthesis Matching’

1. Determine patient’s body surfaoce area (BSA)

2 Using the chart, select valve siza with [EQA 2 0.75 to
assist in awoiding patiettt-prosthiesis mismatch

20.75

\L IEQOA = EDA/BSA Y,
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Patlent BSA (m?)

Mosaic®

Aocrtic Bioprosthesis

Valve Siza
19ym 21mm 23mm 25mm 27mm 29mm
{(n=4) (M=198]  =440)  {H=317) =110 (n=22%
Eoamy | :-_|.-zo' 130 - -i.s-'o':."_ B _:i_;éo_,_.:"' 200 74 210

*1 year hemodynamic data3

——— Estimated /n Vivo Indexed Effective Orifice Area (IEOA) =

Mok Percina Bloprosthasls

Indications; Foc the replacementof
malfurcticaing native or prosthetic aortk and’
o mitralheast vahes.

Contrajadications: None inown.
Waming=/Precardons/Adverse Drents
Accaleratad deterosation due to calcHic
degefiesstion of Moprosthesls may oo

In: chXidren, addlescents, Wung adults, and
patlants with altared caklizm meataballsm (eg,
chronic ceral fafiure, hypepanthyraldism)
Adwverse events can Include: angina, camfiac
artythonla cardlac dysdhythmis, death,
encocarditls, heart fallure, hemalysls,
hemalytic anemin, hemarrhage, transvalvular
arparavalvuiar ak, myccardial infarction,
nonstructural dysfunction, stroke, structural
deterknilen, thiomboembalisem, orvse
thrombosks.

For ackiitiona! Infoematicon, please refertc the
Instructlors For Use provtded with the peodict.

DO NOT overske, (mpehnting too large 5 valve
1n a pattertt can kead to stent diseartian andfar
valve Inflow cbstruction and an tareased risk
for C ar red| vahve

Implanting teo small s value In a patient can
laed 10 an Increased Ask for stenosts.

CAUTION: Fede il bw [USA} restriers this deviee:
o 5% by or on the order of o phiysiclan,
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