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" URGENT FIELD SAFETY NOTICE
CoreValve™ AccuTrak™ Dellvery Catheter System
Maodels DCS-C4-18Fr and DCS-C4-18Fr-23

November 2013
Medtronic Reference: FAGOO :
Dear Physician (Hospltal Admlnistrjafo'r, OR Manager, and Risk Manager),

This notification is to inform you about practices to avoid nose cone separations from the distal end of the catheter an
the CoreValve™ AccuTrak™ Delivery Catheter System (DCS). As of October 31, 2013, Medtronic has received thirty-
eight (38) reported nose cone separation events (0.08 percent of implant procedures); five (5) of these reported
events (0.01 percent of Implant procedures) led to the need for surgical intetvention. None of these events resulted
in permanent patient harm; however, a nose cone separatlon could result in-additional patient risk. .

A thorough review and investigation of the reported events has Identified that a majority of these reported events
oceurred in situations cautioned against in current labeling. In addition, Medtromc has determined that the following
situations can 'lead to nose cone separations: ° .

e Using the CoreValve AccuTrak DCS to retrieve (remove) a partlally deployed valve.

¢ Removing the CoreValve AccuTrak DCS from the patient, after valve deployment, without fully closmg the
CoreValve AccuTrak DCS capsule.

s Continuing to pull on the CoreValve AccuTrak OCS if increased resistance is felt at the vessel mtroducer. the
_ Introducer’s hemostatic valve, or other structure during CoreValve AccuTrak DCS retneval

To reduce the occurrence of nose cone separations, Madtronic Is modifying the instructlons for use (IFU) and training
materials for CoreValve AccuTrak DCS models DCS-C4-18Fr and DCS-C4-18Fr-23; however no product returns are
necessary:

1. While the DCS is in the patient, ensure the guidewire is extending from the nose cone, and do not remove the
-guidewire from the catheter while the catheter Is inserted in the patient. :

2. Once deployment is initlated, retrieval (removal) of the bloprosthesm from the patuent is not recommended
Partial repositioning, If needed, should be foliowed per the IFU guldance.

3. Before DCS removal, ensure the capsule Is closed. if the capsule does not close properly, gently rotate the
catheter clockwise (<180°) and then counterclockwlse (<180°) untll the capsule closes,

4. If you encounter increased resistance when removing the DC$ through the introducer sheath do not force
passage as increased resistance may indicate a problem and may resultin damage to the device and/or harm
to the patient. If the cause of resistance cannot be determined or corrected, remove the catheter and
introducer sheath as a singie unit over the guidewire, and inspect the catheter.
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Medtronic recommends that physicians dillgently consider these recommendations to reduce occurrences of nose
cone separation events during the CoreValve implant procedure.

Your Medtronic Field Represantative will review the new tralning materials with you.
The Competent Authority of your country has baen Informed of this action.
Please share this notification with others in your organization as approprlate We appreciate vour review of this

notification and apologize for the inconvenience that it may cause. if you have any questions, please contact your
Medtranic sales representative.

Sincerely,

Enclosure: Training materials
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Course Ob]ectives

This course summarizes key steps to follow when removlng the
CoreValve DCS from the patient, in¢luding:

1. Methods to prevent nose cone separation from the DCS caused

.. by the nose cone catching on lhe bioprosthesis or vessel
Introducer.

2. Possibie reirieval fechniques that could be employed if the nose
cone has haen ssparated from the DCS.
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Nose Cone Separation: Description

* Nose cone separation ls a rare avent lhat can Nose Cone Suparation

occur. \ without Elongation

— During withdraw Irom a deployed bloprosthesis, the
nose cone can calch on the biproathesie if the nose
cons has nol besn coaxtal 1o the
bioproathecis wilh the guldevdre.

~ Duning temoval through Lhe veeest introducer, the
noae cone oan calch on the tp of the introducer or
Inside ol the introducer's hemostalie vaive It the
capaule ia nol closad completsly.

— Ouring management of a *pop-out’, while using a
bailout valve retrieva! lechnique which is not

recommendad, the nosa cons can becoms (rapped Noae Cone Saparation
ingide a pariially relrteved bloprosthesia in cerain with Elongation
circumsiancos,

* 1t addilional force is applied Lo overcome reslstance
*  crealed by a caught nose cona, lhe nose cone can
ba separated [rom the plunger shafl.

¢ In some cases, lhe plunger shall may elongale
bafore nose cone separation oceurs.
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Potential Indicators for Nose Cone Separation

'+ Potential indicators for separation of incomplote Nasa Cane Seating

the nose cone from the DCS Include
lhe following:

- Fiuoroscopic evidencs of the nose
cone nol seated properly within the
capsule

- Increased reslstanca during
wilhdraw of the OGS whh {or
withouf) noticeable elongation of the

Exoeesive Force/Plunger Tube Elongation

plunger shalt
~ Prolapsing of the hemostatlc vaive
. » |t any of these conditions occurs,
investigate the cause of jha
resistance.
Academia _ e
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Prevention of Nose Cone Separation

1. mmsmmmm
Io reliave any tenslon on the plunger ehaft. Then, |
advance the capaula forward unlil the noss cone
ia geated complately.

2. Withdrew e DCS though the Inlroducer under
lnmhgm
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Prevention of Nose Cone Separat[on Withdraw DCS

1. Contirm full reloase of lhe biopmélhes:s usmg'orthogonal fluoroscopic projactions.

« If & frashe toop & &t aitached to & catheter tab, do not pul on fho cathater; under uaroscopy, advance the
cathalarefighlly and; i nasesaary, gently roiate the handie dlockwiss (<180° }and counlarclockwiea (<180° )
fo disengage the loop irom the cathelar .

2. Confirm thal the calheler nose cone 15 coaxial with tha Inflow pontion of the

bloprosihests.
s |f not coaxdial, withdraw (he guldewre untit Lne nose cons 1 corxial with Lhe inflow portian of the biapioathasta.

» Whije the cathetor i3 tsseriedin Lre pallent, enaure the guidswire le axiending froim the haso cones; Do nol
temeve the guidanire from the cathelar while the cathster[8 inserted in the pationt :

. Wilhdraw lhe capsule and nose cone from the bioprosthesis over the guidewre.

Academla ...... e L

Spp

P 10/17

11/22/2013



25. Nov.

2013 12:14 Nr. 9089

Prevention of Nose Cone Separation: Close Capsule

1. Wilhdraw lhe capsule and nose cone of the DCS:

 Fortransfemoral access, withdraw the catheter unill the nose cons is positioned
In the descending aorta.

= For direct aonic access and subclavian access, wilhdraw (he catheter untit the
nose cone is ¢lose to the dstal end of the Introducer shaath.

2. Closa the capsule by advancing the capsule towards the nose cone until it
Is seated Into the end of the capsule.

- Academia
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Prevention of Nose Cone Separation: Remove DCS

1. Under fluoroscopic guidance ensure the capsule Is closed bafore wnlhdrawa!
through the In(roducar shaath. -

- It the capsule does nol cloze praperly, ganlly rotate the eamoludodmlso(ﬂso‘
and then countarclockwiss (<180° ) unti the capsule closes. :

It Increased resisiancs I ancountared when removing the catheter through the
introducer sheath, do nol force passage.

- &masedrsslshnoemaymmapmblemandmayreammdamsgalolhedsvlos .
and/or ham (o the patient if passage in torced.

3. If the cause of resislance cannot be delemined or corrected, remove the

catheter and introducer sheath as a single unit over the guldewire, and inspacl "
the catheter and conlim (hat it s complete.
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. Retrleval of a Partially Deployed Valve

¢ Relreval of a pariially deployed bloprosthesis may be used by some lo manage a
malpositioned bioprosthesis (i.e. a "pop-out’),

» However, retrisval {removal) & not secommandaed according o the GoreValve IFU::

Onas deployment Is Infilated, retrfevel of the bloprostheasla (a.g. uee of the catheter) I
not recommantled.

Postdeployment, repoclﬁonmy of the bloprosthesis (eg, use of 4 anm and/or forcepa)
ie nof recommendsd

Relrieval or pastdeployment repositioning may cause mechsnical laflure of the .
delivery oatheter system, aortic root dsmage, coronary arfery demage, myocardiel - -
damage, vasculsr complicaiions, prosthotlo valve dysfunction (i m.‘lndfng device :
malpoailmnh smbohullﬂ slroks, and/or emergent eurgery.
» |fan Implanier decides to allempl relrieval of a partially deployed bioprosihesis, the
decision should be based on tha physician's professional medlcal Judgment of tha .
palient's condition and the risks/ benallls of avtempling the relrieval.

NOTE: Partial roposnioning of the valve, If needad, I3 allowe: following IFU guldance.
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Warning

« Do not attempt to retrieve a bloprosthesis if any one of the
outflow struls s protruding from the capsule. '

« If any one of the outflow struts has deployed from the capsuie,
the bloprosthesia must be released from the catheter before the

Nr. 9089

catheter can be withdrawn.
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Caution

* Do not attempt to “recapture” a partially deployed bioprosthesis
at any time by turning the micro-knob until the bioprosthesls has
been comprassad Into the vessel Introducer. Tuming the micro-
knob may damage the capsule or cause inadvertent release of
the bioprosthests = elther of which could render successful
reltigval Impossible.

»  When applying traction to the DCS to retrieve a partially
" deployed bioprosthesis, apply traction directly to the handle of
the DCS. Do not pull on the catheter portion of the DCS.

Academia ., ..o
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Retrieving a Partially Deployed Valve

1." Lock the DCS by applying firm
upward pressure on the macro-
slide lever and malntaln pressure
untll the bloprosthesis has been
withdrawn completely Into the
vessel Iniroducer,

~ Do notluin the micro-knob.

2. Under fluoroscopy, withdraw the
bloprosihesis to [he Introducer by
applying traction to the handle of
the DCS while maintalning
position of the inlroducer.

Academia
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Retrieving a Partially Deployed Valve

3, Asthe expanded portion of the
bloprosthesis comes into contact wilth
lhe digial tip of 1he Inlroducer, apply .
Increasing tractlon to the handie of
the DCS while mainlaining introducer
posttion within lhe access vesssl to
compreas the bloprosihesis into the
Introducer,

- For ransfemoral acoese withdraw Lhe
bloprosthesia and inlroduaer infarior lo the
renal aflories before atlempling to compresa
the bloprosthests Into the introducer.

- [tmay be necessary lo withdraw the
bioproathesia and inlroducer as a single unil
* into the iRalamoral vesssl lo ald compression
of the bloprosthesis into the introducer.
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Retrieving a Partially Deployed Valve

4. Once the entire bloproathests ls
compressed into the introducer, turp
the micro-knob counter-clockwise lo
advance the capsule over the
bioprosthesis until the nose cone Is
seated In the end of the capsule.

- Use l|uorosoopy 10 verlly Ihal the
capsule has cloged properly and
remove the DCS from the froducer.

~ i tha capsuleis nol closed compleloly:

+ Do nol allempl to remove the DCS
through the introducer’s hemoalalic.
© vabve.

* Remove lhe DCS and vesse! introducer
as a single unit ovar the guidewire and
replacs the Introducer with a new one.
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Inadvertent Reiease of Partially Deployed Valve

if the bioprosthesis is inadvertently released from the DCS while
. altempting to compress the bloprosthesis into the vessel introducer:

1. Stop applying force to the DCS Immediately.

2. Under fluoroscopy, malntain the posilion of the DCS within the
pallent’s vasculalure and withdraw the vessel Introducer untll the
enlire bloprosthesis has been released from the infroducer,

3. Oncethe the bioproslhes}s has baen released from the vesss!
introducer, carefully withdraw the nose cone into the introducer
under fluoroscopy,

4, .Advance the capsule 10 Lhe nose cone and remove Ihe DCS from
the Introducer sheath, '

+ Maintain guidewire posilion across the released bioprosthesis duding
removal of the DCS from the vessel introducer.

Academ Ia Cautton: For asiulion anly In markels whete CoreValve hss boon opproved qa
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Retrieving a Separated Nose Cone

1. [fthe patient's vésculalure can accommodate a larger Introducer, '
consldera 22 Fr or larger Introducer to snare and relrieve ihe nose
cone, ;

- fiwilinotbs Mo lo reiove the noseocns wilh a snare through an 16 Frvesssl
Introducer,

2. After the nose coﬁe has been retrieved Inside the larger Introducer,
remove the nose cone, snare, and Intreducer as a single unit over a

i

guidewire. )
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Retrieving a Separated Nose Cone

It it is not feasible to insert a larger vessel introducer because of
limited vessel size, or if vascular access was oblained via surgical
- cut-down:

1. Introduce a snare through the vesssl introducer that is distal lo
the embolized nose cone.

Caplure the nose cone with the snare.

Withdraw the nose cone, snare, and Introducer under fluoroscopy
as a single unlt to the artedotomy slte.

4. Create or extend incision site to remove the nose cone, snare.
and introducer as a single unil.

&, Repalrthe arteriotomy slte.
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Summary — Nose Cone Separatioﬁ

* Nose cone separation Is a rare event that Incomplete Nowe Cone Seall

can occur when the DCS is withdrawn.

* Signs that a nose cone may be at risk of
separaling fromihe DCS include:
~ 'Fluorosocopic evidence of the nose cone not

property sealsd within the capsule tve Foroe/Pl ShaR E tlo .
- Inoreased reslsiance when withdrawing the Ruess . R4 ShaR Riongation

DGCS with / without elongation of e plunger
shaft
- Prolapsing of the hemostatic valve
¢ It any of these condltions occurs and the
.., cauge can nAt be Identilied or resolved,
rempve the DCS and Introducer sheaih

as a single unit over the guldewire and
~ Inspeet the capaule and noge cone for
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Summary -- Retrieving a Separated Nose Cone

If @ nose cone does separale from the DCS:

— Il thg patient’s vasculalure will safely
. accommodate a larger introducer, consider
using a 22 Fr or larger introducer to snare
and ralrieve the nose cone.

=~ [lfitis not feasible to Insert a larger Intraducer,
or it vasoular access was obtalned via
surgical cut-down:
= Usa the vasesl introducer distal to the embolized nose

cone lo introduce a snare, capture the nose cone, and
wilthdraw It inlo the arteriotomy site.

—  Create or extend the incision and remove the nose
oone, enere, and inlroducer as a_n'ngle unit. '
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