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Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve System
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20 mm 23 mm 26 mm 29 mm
BiE
RISk /B SRARR

EREELR-BAALSE L RIRER R S3URCM20AP S3URCM23AP S3URCM26AP S3URCM29AP
Edwards SAPIEN 3 Ultra RESILIA - Edwards Commander Kit
Edwards SAPIEN 3 Ultra RESILIA £838& 0 g it & 97555120 9755RSL23 9755RS126 9755R5129
(Transcatheter Heart Valve)
Edwards Commander %% %4t (Delivery System) 9750CM20 9750CM23 9750CM26 9750CM29
Edwards eSheath+ E5|23E 48 (Introducer Set) 914ESP 916ESP
[EZ3fr&= (Crimper) 9600CR
EIRIEE (Inflation Device) 96402
Locking Syringe 96406
NEIFESLIERR © Qualcrimp BT 2R L4 (Crimping Accessory) K Wi 4 =X B2 #8818 F (Crimp Stopper)

1.0 RENA

Edwards SAPIEN 3 Ultra RESILIA &3S & \\ig I I % 45

Edwards SAPIEN 3 Ultra RESILIA £&83E & 0\ lg 8 (THV) 24t Edwards SAPIEN 3 Ultra RESILIA ZE & ORI & E R Hm AN -

« Edwards SAPIEN 3 Ultra RESILIA £ZE % [\ [ iE - (B 1)
Edwards SAPIEN 3 Ultra RESILIA &3E & \EIEIR (transcatheter heart valve) FUAA R EIE | —#HOIEEIKEIER - FEHGNHEEEIZ - ARG O BEASE
{ERU=ZE RESILIAJEAE « DIREX¥% — B #8 2 s (polyethylene terephthalate - 7 PET) ME MR BHNINB B EL -

RESILIA #24 : RESILIA #B#% 1 Edwards Integrity Preservation FUBISTEz TSRk - 2RI E AR ENBZMIBCEIRRER - DfAETCA S HITASHRERA -
BRI ASE AN FAMTRN - INERNX_BRARSERBARNREEIR - ERREHZUBRHASRER N _BREABSRANEBFREE -



9755RSL

=1
MpE R~ mESE
20 mm 15.5mm
23 mm 18 mm
26 mm 20 mm
29 mm 22.5mm

1 : Edwards SAPIEN 3 Ultra RESILIA £Z3E & )\ g st 5

LESOEREESEANRERERSSHE GO HIHER - EIHEESS (basal ring) AIE 2 EHIMIE=EBEBHEMS - BEAREMEREA
Edwards SAPIEN 3 Ultra RESILIA &S E LFEIEN R TREEZW T E ¢

*®2
[REMRR T (TEE) p—— REWRRT (€1 ARREEE LEEORIREE (THY) R~

16-19 mm 273 - 345 mm? 18.6-21 mm 20 mm

18-22mm 338-430 mm? 20.7-23.4mm 23 mm

21-25mm 430 - 546 mm’ 23.4-26.4mm 26 mm

24 -28 mm 540 - 683 mm? 26.2-29.5mm 29 mm
IMER YRR ERBERE LHBE K (TEE) SLEMENE CT) ISNREIMER TS - BEERERTISEEREENRIBERRNZEMER T -
i BERERTAEMBARMEEEE -

REELRIMER T EESRBARB VMBS (TEE) NEMEE (1) AIZNREMRRIHE - EEKEE 0 HBERIKEEEBENRIIBENS
g -

i BEERTAZMBAMNMEEEE - USBAER - BAM/SMEHENEARRERE -

*HR_EZBEENERS  _EXENKRELO MBS ETEED-EETENHENSEAREE -

HRINBERMIA T EMIRIEA (R~ 19 - 25 mm B INSPIRIS RESILIA = EfARIEEEFR SN 18 A Edwards SAPIEN 3 Ultra RESILIA &S & OB RN R T AIEE =
WrE:

*=3
SMEHBEE AR (D) KREELORIBEAEZSSE O RITE LEEORIRE (THY) R~
(THV-in-THV)
(REMWRR )
16.5-19.0 mm 18.6-21.0 mm 20 mm
18.5-22.0 mm 20.7 -23.4mm 23 mm
22.0-25.0mm 23.4-26.4mm 26 mm
25.0-28.5mm 26.2-29.5mm 29 mm

& : SMYREE (Surgical valve) BY " ERTE ) (True ID) EE/NIIREAAREYBIER S - $RELEE LRIBIEAEEEE LREIBIE (THV-in-THY) - [EEER
EIWRRYT - MBREEAEERTHEEE OHRIME - HRAERBNESIZATEYIRE - BEBREMRNRTER - BRERERMAIA T EY M
R~ - MEEAEERTHMEEE LHME  BRFEAERKEE - BIREFN/HERBLOMEST RETRIAE -




BB =R - 7 INSPIRIS RESILIA R~ 19 - 25 mm ~ THEER R EBNARINEI A TEM MR AFE A Edwards SAPIEN 3 Ultra RESILIA ZB &0 iR R R~ 8
EEZENTE

=4
INSPIRIS RESILIA = E)ARIIAE (B35 11500A)* 1RRR~F HEELORIRE (THY) R~
19 mm 20 mm 8§ 23 mm
21 mm 23 mm 3% 26 mm
23 mm 23 mm 3% 26 mm
25 mm 26 mm 3% 29 mm

¥INSPIRIS RESILIA S 11500A + R~ 19 - 25 mm FYEENARIEAE R A VFit 121l - B2 0/ERIRF AR B o RMRTER - REtARBRBETLEE DHIE
MEARIE A EE D FEIRE (valve-in-valve) F1if - BATIZEERRZE Rl - TJ1S40 INSPIRIS RESILIA =B ARIBAZRLSE 11500A 2 LB O\ IR AL E S )\ i I s F
sk RS M - AR IRA BT ANER Y INSPIRIS RESILIA EBIARIEIE > fERISHHN T -

#4 145 & INSPIRIS RESILIA < 19 - 25 mm ¢ha $ PR MR i (7 b J o 2 B S 250 o (57 & § 33 B 0RM0 > B 43 &0 4 2k~ Bk B
B AR -

5F : INSPIRIS RESILIA E55 11500A « R~ 27 - 29 mm R E ENBRIBEE R E-FE VFit 1:1l7 - FLICEEER 2 WMUREENERT -

i . BREEEOHIMEFTBARIIEE - TJEKATEMBENASAEME - BN ENDEAMERSRRUEEM G P AEERINER - GHT
AERIIAERIBMA TEMIMIEBHAER O ZNR "ERNE ) (True D) —ERT -

BERMAGELEEAZUEERSENSEE LRMERST - Z3RBELRBEABNERNTZHE - B7BLETHHES - BRAERSHESH
=5

« Edwards Commander #ii% %45 (B 2)
Edwards Commander 825 2 # AR EMA TEYEE -

HEE—E lex BE - ARHERRIFEAENKENUE  BMEWEBEORIIE - BZXRFNBTEAREAEINEBREME - £33/ Flex ZHIRT
P Flex SENEHARLE - IREHTERERUFIRAEEGIMEEMLREWEEUEREMRNUE - BEZRNESIRERAWE—BEL - KRS

EEAAEHSNIMEEARR - FrERENENRE - FAEFRNKEPIRTC I BENRENEN - KT - FEHSN =R I ERARE
TR Flex BERIMIE -

EREEEORIFERRERSE

*=5
BUSR RBIKEER B ERARTE EEMHEN
(Nominal Balloon Diameter) (Nominal Inflation Volume) (Rated Burst Pressure - fZ#8 RBP)
9750CM20 20 mm 11 mL 7 atm
9750CM23 23 mm 17 mL 7 atm
9750CM26 26 mm 23 mL 7 atm
9750CM29 29 mm 33mL 7 atm




Flex Indicator

@

Flex
Valve Crimp Catheter

Section

Center Marker

Alignment Markers

1. PRERL
2. JIRRE R ED
3. Flex B8
4. Flex 1512
5. O
6. EIVHEREE
7. BBREIERER
8. MR
9. IBIEEMIZEE
10. =815
11. Flex 3Z=HIIR
12. W=
13. IKBEHERS
14, IKEEES
15. BREIERO
16. B5|HRENE

2 : Edwards Commander 5% &4t

)/CS) Flush Port

(s)
Strain
Relief

Volume Indicator

)
——— St
—C— > — =hl e :
— \ Ha |
 — T T
e Triple Marker A d
Tapered @ Flex Wheel Fine Adjustment Balloon Lock
Tip Valve Wheel

@ Balloon Catheter % Guidewire

'

Lumen

Balloon
Inflation Port
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3 SEIEER 4 : Qualcrimp B3 B4

{i‘?)

5 : Edwards Bif 23 & Bir g A

- FIHE (B 3)
FHBAR B BRERFEUAEE -

« Edwards Sheath (E%)

BREENRE - FSEEEFERRA -

« Qualcrimp BT 23EC 4 (Bl 4)

Qualcrimp BRI 28 Bt R A EE D IR A0 ER 4T -
- Edwards Bi7 83 K& Biff 8318 k (B 5)

Edwards E2#7T2% O] 4R/ S E & D IRIZ AV ELAE -
8 R AREBIFEEE 0 RBEERHEE -

Wi EE LWERR - BifRmNRMNEBREEEMN - BHAEEJABURINRNEFELE - MEUER




- RREKE
BAHEHHNREREERAREREEE 0 HITE
i REINEERE  CRAREARNERREEEQTRHMERE

2.0 AR
ALEMBEBERNEZORBEERNESE - BEZANEEERRNBATEYEERELEKREIK - KETR - #8 NREEAZKHWNE -
3.0 EFEE

1. Edwards SAPIEN 3 Ultra RESILIA &2 & 0\ IR IE 2 AR RES U T EIIERE - TEHRERMIMIFTEBEUSNMERREEN ORRFERE -

2. Edwards SAPIEN 3 Ultra RESILIA iEEE L IIE R AEAR - BELSEANEFRCEE AT EMIRE - SUESIRIHEE _RIMSNRA T EVIRIETNEE
RIBIRE - BSHAZHNESHERAENOHR - WARORAEER - 82 0MNRIER - HEHRBREIRFHEESENESEAR (8D - Kkix
MRS EEETER S (STS) EIREE D & STS st E AR E 2 Hi R RS HHE - TR 30 RAOFAHTEIERAR > 8%) (WERE -

40 #igi

Edwards SAPIEN 3 Ultra RESILIA ﬁi%ﬁv‘? O BEREIE R SR At I 3']'[‘?‘553?51.{,-# :

o Rkt PURE /P EISR 0 AR T RSB RmET e p B (active bacterial endocarditis) ## # E#42E % (active infections) e
50 ¥4

C GEALSERATIOR G B 2RRFSEEROBEHE -

c FEEAVEP TREIFLP A URAKEFRS TRNEZR? oo p L ARANEFRT AEE c PRLERTHEBP > FXELEMMAIEEREA
P RREBRPEIAZITIIREEE -

LRGMEC R PR ERMY A B RE CATEY L (RA-A1LFWEI TR fo/S BB

LT AW G SRR AT TR f e BN R -

R SR R TR R R *_;@ﬁﬁﬁx$“ﬁa%¥%¢ﬁﬁ’%iwgé%ﬁmaﬁﬁigéa*@mﬂ’zvaﬁmﬁn
BUBR LR CEFTE o FEEF R Y £ FRAG > o F LR R

BB AR TR LA 0 I R £ R RS

FLEC X EATIFRA 0B D RREFUSG  AFHLL AR ELFEER -

C AR RBHERF EAH T LS LA AET 2D RFRAH LT AL 0 v Y R

c oA FREREAR FRRABME B RS (Gl BEARE) S RF AR RERT U 5 @7 ERE A RI R LR
BAREARDARH T TREBERE LG

CHE MBS i 2 ERE /R RS HRERNRE o TR TIEE R 3 ERF

c RFREWH > L 0 Rl FORRB YA F R AR RS Pk P ER iR (5 LRG0 rUR S me AR N

REFEORG o & APRBEALD BT FURMOFRT o R F AEE o

BiRRH A RHAL LS SRR R AR T R BT SR F W T RE o s B et

{9 % FRGREEF o W 5 L3 2R

s WRFWE > GlrEkERESME R s e 2 FEAEL 5.5m (243 2023 §= 26 mm ¢ SAPIEN 3 Ultra RESILIA £ 3¥§ < 5Eg) &
6.0 mm (%~ % 29 mm SAPIEN 3 Ultra RESILIA S35 %) » PR IEREF X 2% g @ BLLH &=k -

60 2RA¥F

© BEEARD SR RO E At 1L FR 2RI RE FREFLEHO TR IR

W B FRETEL FERRFIS FFH e RS REXFLIES FRT] > LAKLF - 35 BEEE - BTN Ak FAFRAD G o AR
SAPIEN 3 & ¢ /R Flgine ¥ f#¥l%H@ * SAPIEN 3 Ultra RESILIA ERFORMPILN L AR TNRE -

Y BRBREFORE > NABERZFERE > A REHEHE -

c FAAME RN PR R SRR E BRI F ¥ R R -

ERFIHARNRIA- QA LA FENH AR TR I ENRP FEEA L RAHS RN EREB X 2T TUPRBLELEC P R
FF s RHEERESEN AR|ELX2HAECEV R

c EFRFELPRYERRTHI ART S XMEHABIENAL > FL ) HMNT B (subvalvular apparatus)
BHRLCFAHNBGIRFHTE > TRICHE A HE DL RRMOR BT LY KR ARAFY -

c BRFAMRTAEF R EEF ORI~ £ pan% 212 ok

Ny SR e 8



s WEHNKLRF AL F <20%

o RAPEL YD Sk

L R S REEL L

c BEC At UO) - EE O 3) S AWPYHF 2 Gorlin B

C BET o RAS D EEMES (WBC < 3000 cells/uL) ~ s (b < 9 g/dl) ~ & 14> (& -1+ % < 50,000 cells/pl) » #F fa BT
EF- 3 1 221

o R ey (HOOW » %7 REER

o APIRFE o HAE EPFALDRMEINGE BN RS RIRS LBE)

SRl S AT L R R E S-S X

o =¥ HIFHT & ~ 7% > ticlopidine (Ticlid) # clopidogrel (Plavix) #E#te # &g > SRHEBEMNNE > FILRZLARIDETE

.&iﬁiﬁWﬁﬁ FRPIMABIRS Y IEF G LRE R FEEE Do UL S BEFRY GRELPY ) L% Rkl (£ A
D5mm] s RASFHF) > LIPS opa oA F (AR LEREN S48 T RE) KE TER | foogrpl iy

o REFRERE T G LS IRRE

o WHME R BV AN A khd PR ES FRAREINE? AR 2K (bldom L HEH)

o A SRR R A skihd SR H 004 REE T R 6 IR E SR G RE T

GET/MTARGRGHE VRS Ra § FREHTHRT ERERRESD GRS CRIETRETHFT/RTRE -
HRIMmP iz AWM LT TERN 2007 f¥IRETANEREFRE HF T/ MBLOYL BRI L4 o
W L/E RGO E o RAERSFERLIP 5% (LIMA)/% P 90 82% (RIMA) P& F & 0% » 3 E Rl RIHER IR 4 o

CTHV 42 3024 i % Bhend oo, R AHf@RLP R0 7 40k 4 B > AR D 1SRRI TR B P M o b LA FTIOR

i“$ R LB HORRES 2 PRSP WA o I SR RN L 2 M P o B TR R
30 &7 NAERA EORAR o

4B SARY RIEF TAVR EECN A BIUBGTE 0 TR LI VLRI ORE B0A o4 1 2 FAPEH RN PR RE e ¥ 412

F2RFUHEP BT R EER TAVR 28 BAB G KGRI RE @ - Flot > B * TAR sy km ABR 75 2 ki

Brpan RAR - REFT LEAEFAL LT > 59 oFKEF LFARLIRES ME

70 Vg 2R

ERHLpmEs (FRELE BT L0 BITRGHRMRE /S 2 L[ ML

= (Death)

v R /¥ rgsk & (Stroke/transient ischemic attack) » E# #24 5 84 ks (clusters or neurological deficit)
## (Paralysis)

R AR A

ez it 7 > (Respiratory insufficiency ) #®tex % :#® (respiratory failure)

Bk o S FRLEE XL ARE

Sk FAEG o bldek F R K IR AR T AR TR REFAL

< & k& (Pericardial effusion) &~ ¢ # % (cardiac tamponade)

39 v g

BE O OlArF W R RN LR

B % bldopei g (septicemia) % = p %% (endocarditis)

5% B (Heart failure)

vk WMy i (Myocardial ischemia) 24 % (infarction)

Tt # > (Renal insufficiency) # %% % #® (renal failure)

% 45 (Conduction system) #4f * P @ FR* KA P ERGF

=73 & (Arrhythmias) » ¢ 3« 3 8% ¥# (ventricular fibrillation - #f 4% VF) fr~ 348%% (ventricular tachycardia 4% VD)
ngis g (Retroperitoneal bleed)

##2% (AV fistula) & ¢ & Bt ¥ % (pseudoaneurysm)

Ex £

B¥ns g (Ischemia) &4 545 % (nerve injury) » & &4 S ¥ 45§ (brachial plexus injury) &% % %% (compartment syndrome)
L EFRERF



# k% (Pulmonary edema)

34k i% (Pleural effusion)

de (Bleeding) @ % 2E§;-‘]ﬁ'_ GRCEC-% 1

& (Anemia)

& Fif/reg (Vessel thrombosis/occlusion)
FHIRRERF (FRTPRTAE)

# & B (Hypertension) = < & (hypotension)

R BRASKREAT S 20 e e E 2§55 &

P

& A (Syncope)

FER AR LE (e GrEP o B{rd v §ogmuigy)
R mts E A p 33 (Exercise intolerance or weakness)
# % (Inflammation)

< %R (Angina)

& ¥ ¥4 &F & (Vasovagal response)

w3 (Heart murmur)

#% (Fever)

ERFLERMEHNF (TAVR - A 125752 PR AT ARG ML &7 3.

% b (Cardiac arrest)

< F kR (Cardiogenic shock)

5?%'@ %< = (Emergency cardiac surgery)

%% :® (Cardiac failure) &~ €k (low cardiac output)
E-5 3 TR JIWERTE R Lo ol SRS

%% 3518 c  (Device thrombosis) @ & &7 Ak

#eye 2 (Valve thrombosis)

%34 % (Device embolization)

£¥ M =8 &% (nigration or malposition) » & i 7 Ak
=g hoidigres (LVOT obstruction)

PR AT B

i 7 (Valve stenosis)

& FAE (Vessel spasm)

SR (ORE A E REMH/ AL EAR WEHT A LW A e SRR A R F)
%3131 (Device degeneration)

et B yei2 & (Paravalvular or transvalvular leak)
#egiibon (Valve regurgitation)

7% % (Hemolysis)

%ﬁﬁ‘f (Device explants)

BRI N R

Wi h s /d e ARBREER > c RREa AN AR
AY e enk & Lo

R F AL ER/LRF & (Allergic/immunologic reaction)
= ¥ (Injury to mitral valve)



8.0 R{FiREA
8.1 ZiESM

%6
o 20 mm &4 | 23 mm %4 26 mm %41 29 mm &%
EmaE B
gg e
Edwards SAPIEN 3 Ultra RESILIA Z&838 & 0 i
" 9755RSL20 (20 mm) 9755RSL23 (23 mm) 9755RSL26 (26 mm) 9755RSL29 (29 mm)
f& (Transcatheter Heart Valve)
Edwards Commander %% % 4% (Delivery
9750CM20 9750CM23 9750CM26 9750CM29
System)
Edwards eSheath+ E5|23E 48 (Introducer Set) 914ESP 916ESP
#&5R35E (Inflation Device) 96402 96406
Edwards [E#723 (Crimper) 9600CR
Qualcrimp BT ECH - BiTsRER RIS EREHEEERMH
HMERE

- BIMERNKREDE

- 20cc HREFAEES

- 50cc HBREFAREE

- BEI=[EFHER 2 4)

- BEVEEEXREAEM - LINEB MO RIRIE T =R EEREN

- EHIE BEAREEBREEN AAENEER - BEXHF BB EHHELRH)
- BITRBESAMEORBE RNRE

- RB|RER 0.035 1Y (0.89 mm) KIHBIERIE S|4

- ERMOETEER (PM) EEHEDR

- BRAK - BRFEOEPRAMRSEOMET

- BEPER FEBEK  FREEKER - 15% HENACEFRETH
- EFIEREENERELES

8.2 IMIEMEERER

EHENEARERDE  WERSEGERERIBIERM -
8.2.1 SAPIEN 3 Ultra RESILIA #5385 & [\ fig Ji 5

SAPIEN 3 Ultra RESILIA 38 & L\ EIFE D REERHNAREAHE - BRE2—EARNIEERNAR - IBERARE @ Tyvek ERHHTE - TRAZE
ZIEAIRIEEERS -
1. BRIESIZHELITHAS -
2. EFEEEN - REZIMLIEES - THEEARZE - AREQESEEENZHERIBRANET - EFERENTHRTERHTE -
LoF P ERAFMIBRELRE A VA EBRMBFRE - FHREELFEL - P HLALEVRRAF
i MREFPRETMRERERERRE - FEERE -
3. FEREIEARES RIAFES - BRRES RIAES - BUREOENBEEREN £ ESREBAaR -
4. EEEEBWIT - =ZITRED - #FHEENET -
5. MEBREHRNANRYAHER - BIFEEERBAERR -
AR PHREOR FH AR RARNARIL o B H L R NCHTE AR GRS R RN
8.2.2 MIEZALMKRERF
8.2.2.1 SAPIEN 3 Ultra RESILIA #8358 [\ lig il 5
1. RFEEME - EE— () ASREPERRERSZE ) 500 ml WEESIZREK -
2. FEERIRMET - THMEETEES - HIEE TR/ NOILIRE - FHEHAS SRR RN ASEEZENS -
3. BEEEOHMEMALSEREEEBEKNERPER BREREEREKE2ESMESZ D 2518 - DURBNE - IEEZRENEEEEREK

A - DAz -
AR RERVATVRALCERPS S PR RERE P B RTR -




8.2.3 EFRMR

1. BERRERBEAGREERE - BRAEAFKEET2HE  HREEEETEHA Flex BE -
B i1 @A RN REFHRRERATRALIIPH -

2. FRRENRNREIAR  SBHEPEPARZERST -

3. WO BREIE R B EINIKEES - HES | RERERNLBES - FENE—S -

4. LEEMENEEREKPEESIRER  BRBSIHERIES R ERIEN -
i BRSEEHWEESIRERERN - UASHERERERTBERRIE -

5. BHERARMEREME BEREERRHERERBOMEL SR ZME) - BRKEOINESESES Flex EEARY - [EREERERES - DURN
FENEEKARPHEIERES - IFREREENINRBOINESUE L Flex BE - BERNRIBDIERRY -

6. HIRBEETEMA Flex EE -
BRI BERECH D IIRBOIGES -

7. R=EFENREE LIRERRO - £ 50 cc WEBEAWHBERAED 1520 mL BB - KABKEE L=OW&6H -

8. EERENTRENBRRERABLATEREENEERERTL - HERREER - ZEL-MREHH -

9. AFMBEEEREAYREZBREEN=OBEHM - A 50 cc LEWHEHEE - MEZRNZESR - BERHHEEERT  BREFERABESR
mER - BEERF EAEREZEZRAMBRERL - BREARANENRS -

BL i mEmEY R ATHRE VEL AL MERY TN SRR GTRR -
10. BERABEEHIZRAAWREGHE - EESEENTIREVIERESRH - AFEBETHEHERN - WERRIBEFAFERNESIRE -
11. BABBE 50 cc B EF A BRIRENRE - M TR - R IBRBBEESEERE  WHEBEEATREMEREE -
AR AESFCHREER Y EREXFRBAHELICTABGLRE VA ENRERGRES FROET FPCAL G BB kG o
8.2.4 HINAELE L EN3E 00 ER AT
1. AR5 Qualcrimp BITRECH - FEFRRING ) BFEAED 100 mL BEEEBEOARNBEPER -

2. #% Qualcrimp Bt e 2 RAE —AIPRR - BENE - BREGRHREIAR - Z1EHEE Qualcimp BIFREHED 1 NiE - £ _EP%ER
SEAMSEHE -

3. WRE PR AV IRE -

4. BEEFRNEF  BIROSEIRABLLE - SMANETSE R ERBTSEREL R AL -

5. BFSRE AR T - iR EEEM A BT RRO - HIRRETHELNER - E2IBEER Qualaimp B EHARRL -
B 20mm BEAREEELSE -

6. % Qualcrimp BTz ECFIUEMRIE £75 - MeARIMAR B2 Qualcrimp BT8R ECHH 2R TS -

7. RAEEEOHIGIEK Qualcrimp BT SR ECH A BTSRRI - SR AL E MR A LSS 0N IRIEETE 2 BIRIEA GREERER 2-3 mm &) -
WA R LRIRE S BRI T

11735 : IERSRAR OMNERE IR BOBERRRAR -

=

R

e ——

BITA  MERRAR OMNERZ IR BOBEZERRNER -

=

— _«z‘;
8. MIKBHIBLGZMARMALEE LRIMBEAN P OMUE - BIFESE0HTE - E2E2MA VBT 318 R £/ Qualarimp Biffsf o E R R LE -
9. RAABEOIIME LIRER T Qualcrimp B3t - (EEEHTZRE REVT Qualcrimp B RECHE R - B&AERERBERA -
10. REEEORIPEERBRRMAODH - KEEEOHBEERIE HIHEHEBREERAL WS s WiE -
it FERRIEEITER D BURE AR ER AR - RRERFSEE - REE0HEBESEARBRSFHOA -
1. BEERMERTIEMR - BHET=REF  SRHEF-VE -
12. fIOEREREEAS - WHEEREME -
13. DIEERZENEERBE/OPEEES - YAREEE 0 RIMREARES BRI EUNEESABILE -
AR ERF RN ERFPHRIAL BT NREFTOFT 2 7 LE 16 A4 LARELH BPREHN -




14, BEARERROEESR - KHEPHEOBIOPEEEZRS - ARANBEREZRTERE -
RHEES - ARPREERRNESREE -

A EEE R B SRR MARE S e BERIEH R o
L v ARSI B e R0 UL RERE G TR -

8.3 THEICIFRIRE MR BX A NRAE
FAEERREMEAEAIEMIEL R - BEIRS NEEE MRS EEEFIME /S MR VET | ATFHHNOEEE/E/aUAFMHE - &
AEREENFEAOHEE REETRHE -
REBATITER - FECRME ACT) #5250 WL E -
EABENERIBIA TEMIRER - BEAERIKEIREMRTN - SoESEREMMEM EREMWEAEMMERIE -
AL RTFEFPHTRERTHES LERADRRERLF O BEkR - 2EHHEPMNOT E -
AR IIFEFNEEYRER 2 ARRSRERRS - FRFNIE SRS T
8.3.1 HEMSHY
1. ETNERY  FRCHENETRMEES -
2. PIRBELHBENSRESERKE - SFRAARAAREREIKOE X ENIRIRAEERE -
3. WRALEFEIER (pacemaker - ETE PM) B - ZEWE -
4. JRERASEHEER 1:1 A - OAFEE -
8.3.2 JASLIERERLEME
RIBEEIRE T BIBEA T MEERNERRA - BBMREESEFAKERRE T EIIFE -
AL REATREI PR RE R 2PER - 3 BB FREE o
8.3.3 EAMME
1. ERRELNVEERMEABE -
2. KERFEFAMRAAAER Edwards EE - WIFEHIEEA -
3. BEERBAEE  BIRERBLEERNERL -
4. WEBIZXZRL - F Edwards RSB OERES @ GRUPROMRAQEREZER4%)  BREESHEIMBELES B -

i BERRARS Flex BENERAD - SR OERS D MBMERR -

AR THENBREE SERBL FRPRE  FEF AN G AREFEFTERR (IV0) A FpF 37T REGEF S HFPLALEFLE -

AL EFTRRCRTHE TSR A TRE D A4 FARET N § L EWERHR -
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Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve System

Carefully read the original manufacturer’s instructions for use prior to use and follow the instructions

Instructions for Use

TWEFDA License No. 037718

Implantation of the transcatheter heart valve should be performed only by physicians who have received Edwards Lifesciences training. The implanting physician should be experienced in balloon aortic valvuloplasty and

standard heart catheterization techniques. It is at the physician’s discretion to choose the appropriate access route to implant the transcatheter heart valve based on the patient anatomy and associated risks.

20 mm 23 mm 26 mm 29 mm
Name
Model/Catalogue Number

Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve System S3URCMIOAP S3URCMI3AP S3URCMIGAP S3URCMI9AP
Edwards SAPIEN 3 Ultra RESILIA — Edwards Commander Kit
Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve o75SRSL20 — o75SRSLI6 o755RSL29
Edwards Commander Delivery System 9750(M20 9750(M23 9750(M26 9750(M29
Edwards eSheath+ Introducer Set 914ESP 916ESP
Crimper 9600CR
Inflation Device 96402
Locking Syringe 96406
"Including a loader, a Qualcrimp crimping accessory, and a 2-piece crimp stopper

1.0  Device Description

Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve System
The Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valve (THV) system consists of the Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valves and delivery systems.
« Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve - (Figure 1)

The Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valve is comprised of a balloon-expandable, radiopaque, cobaltchromium frame, trileaflet RESILIA bovine pericardial tissue valve, and polyethylene terephthalate
(PET) inner and outer fabric skirts.

RESILIA Tissue: RESILIA tissue is created with a novel technology called Edwards Integrity Preservation which incorporates a stable capping anti-calcification process to block residual aldehyde groups that are known to bind with
calcium. The technology also incorporates tissue preservation with glycerol, which replaces the traditional storage in liquid-based solutions such as glutaraldehyde. This storage method eliminates tissue exposure to the residual

unbound aldehyde groups commonly found in glutaraldehyde storage solutions.
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9755RSL

Table 1
Valve Size Valve Height
20mm 15.5mm
23 mm 18mm
26 mm 20mm
29 mm 22.5mm

Figure 1: Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve

The transcatheter heart valve is intended to be implanted in a native valve annulus size range associated with the three-dimensional area of the aortic annulus measured at the basal ring during systole. Sizing

recommendations for implanting the Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valves in a native valve annulus are provided in the table below:

Table 2

Native Valve Annulus Size (CT)

Native Valve Annulus Size (TEE) THV Size
Area Area Derived Diameter
16-19 mm 273-345 mm? 18.6-21 mm 20 mm
18-22mm 338-430 mm? 20.7-23.4mm 23 mm
21-25mm 430-546 mm? 23.4-26.4mm 26mm
24-28 mm 540-683 mm? 26.2-29.5mm 29mm

should be considered during valve size selection.

Note: Risks associated with undersizing and oversizing should be considered.

Valve size recommendations are based on native valve annulus size, as measured by transesophageal echocardiography (TEE) or computed tomography (CT). Patient anatomical factors and multiple imaging modalities

Transcatheter heart valve size recommendations are based on native valve annulus size, as measured by transesophageal echocardiography (TEE) or computed tomography (CT). Patient anatomy and multiple imaging

modalities should be considered during transcatheter heart valve size selection.

NOTE: Risks associated with undersizing and oversizing should be considered to minimize the risk of paravalvular leak, migration, and/or annular rupture.

*Due to limitations in two-dimensional images, 2-D TEE imaging should be supplemented with 3-D area measurements.

Sizing recommendations for implanting the Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valves in a failing bioprosthesis, except for the INSPIRIS RESILIA aortic valve sizes 19-25 mm, are provided in the table below:

Table 3
Surgical Valve True Inner Diameter (D) ™ THV-in-THV THV Size
(Native Valve Annulus Size)
16.5-19.0 mm 18.6-21.0mm 20 mm
18.5-22.0 mm 20.7-23.4mm 23 mm
22.0-25.0 mm 23.4-26.4mm 26 mm
25.0-28.5mm 26.2-29.5mm 29mm

NOTE: Surgical valve ‘True ID’ may be smaller than the labeled valve size. For THV-in-THV, the native valve annulus size should be considered to determine the appropriate THV size to implant. For a

failing stentless bioprosthesis, consider sizing recommendations for a native valve annulus. The dimensions of the failing bioprosthesis should be determined so that the appropriate THV size can

be implanted; and it’s best to determine by using computed tomography, magnetic resonance imaging, and/or transesophageal echocardiography.
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Sizing recommendations for implanting the Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valves in a failing INSPIRIS RESILIA aortic surgical bioprosthesis in sizes 19-25 mm, based on bench testing, are provided in

the table below:
Table 4
INSPIRIS RESILIA Aortic Valve (model 11500A)* Labeled Size THV Size
19 mm 20mmor 23 mm
21mm 23 mm or 26 mm
23 mm 23 mmor 26 mm
25mm 26 mm or 29 mm

*INSPIRIS RESILIA aortic valve model 11500A sizes 19-25 mm incorporate VFit technology which consists of expandable bands and fluoroscopically visible size markers designed for potential future valve-in-valve
procedures. Clinical data are not currently available on the INSPIRIS RESILIA aortic valve Model 11500A valve-in-valve procedure or expansion feature. The impact of tissue ingrowth on the expansion feature of the INSPIRIS
RESILIA aortic valve has not been assessed.

WARNING: Do not perform stand-alone balloon aortic valvuloplasty procedures in the INSPIRIS RESILIA aortic valve for the sizes 19-25 mm. This may expand the valve causing aorticincompetence,
coronary embolism or annular rupture.

Note: INSPIRIS RESILIA aortic valve model 11500A sizes 27-29 mm do not incorporate VFit technology and therefore, the surgical valve True ID sizing provided in Table 2 should be followed.

Note: Exact volume required to deploy the THV may vary depending on the bioprosthesis inner diameter. Factors such as calcification and pannus tissue growth may not be accurately visualized in
imaging and may reduce the effective inner diameter of the failing bioprosthesis to a size smaller than the ‘True ID'.

These factors should be considered and assessed in order to determine the most appropriate THV size to achieve nominal THV deployment and sufficient anchoring. Do not exceed the rated burst
pressure. See inflation parameters in Table 5.

+ Edwards Commander Delivery System (Figure 2)
The Edwards Commander delivery system facilitates the placement of the bioprosthesis.

It consists of a flex catheter to aid in valve alignment to the balloon, tracking, and positioning of the valve. The delivery system includes a tapered tip to facilitate crossing of the native valve. The handle contains a Flex
wheel to control flexing of the Flex catheter, and a balloon lock and fine adjustment wheel to facilitate valve alignment and positioning of the valve in the native valve annlus location. A stylet is included within the
quidewire lumen of the delivery system. The balloon catheter has radiopaque valve alignment markers defining the working length of the balloon. A radiopaque center marker in the balloon is provided to help with valve
positioning. A radiopaque triple marker proximal to the balloon indicates the Flex catheter position during deployment.

The inflation parameters for transcatheter heart valve deployment are:

Table 5
Model Nominal Balloon Diameter Nominal Inflation Volume Rated Burst Pressure (RBP)
9750CM20 20mm Mml 7 atm
9750(M23 23mm 17 ml 7atm
9750CM26 26 mm 23ml 7atm
9750(M29 29mm 3ml 7atm
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Figure 2: Edwards Commander Delivery System

Additional Accessories

>

{i‘?)

~_

Figure 3: Loader Figure 4: Qualcrimp Crimping Accessory Figure 5: Edwards Crimper and Crimp Stopper

+ Loader (Figure 3)

The loader is used to aid insertion of the delivery system into the sheath.
+ Edwards Sheath

Refer to the sheath instructions for use for device description.

+ Qualcrimp Crimping Accessory (Figure 4)

The Qualcrimp crimping accessory is used during THV crimping.

« Edwards Crimper and Crimp Stopper (Figure 5)

The Edwards crimper reduces the diameter of the transcatheter heart valve to mount it onto the delivery system. The crimper is comprised of a housing and a compression mechanism that is closed with a handle located on

the housing. A 2-piece crimp stopper is used to crimp the transcatheter heart valve to its intended diameter.
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+ Inflation Device
An inflation device with locking mechanism is used during transcatheter heart valve deployment.

Note: For proper volume sizing, the delivery system must be used with the inflation device provided by Edwards Lifesciences.
2.0 Intended Use

The bioprosthesis is intended for use in patients requiring heart valve replacement. The delivery system and accessories are intended to facilitate the placement of the bioprosthesis via the transfemoral, transseptal,
subclavian/axillary access approaches.

3.0 Indications

1. The Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valve system is indicated for use in patients with heart disease due to native calcific aortic stenosis at any or all levels of surgical risk for open surgical therapy.

2. The Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valve system is indicated for patients with symptomatic heart disease due to failure (stenosed, insufficient, or combined) of an aortic transcatheter bioprosthetic
or surgical aortic or mitral bioprosthetic valve who are judged by a heart team, including a cardiac surgeon, to be at high or greater risk for open surgical therapy (i.e., predicted risk of surgical mortality > 8% at
30 days, based on the Society of Thoracic Surgeons (STS) risk score and other clinical co-morbidities unmeasured by the STS risk calculator).

4.0 Contraindications

Use of the Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valve system is contraindicated in patients who:

« (Cannot tolerate an anticoagulation/antiplatelet therapy or who have active bacterial endocarditis or other active infections.

5.0 Warnings

Observation of the pacing lead throughout the procedure is essential to avoid the potential risk of pacing lead perforation.

The devices are designed, intended, and distributed STERILE for single use only. Do not resterilize or reuse the devices. There are no data to support the sterility, nonpyrogenicity, and
functionality of the devices after reprocessing.

.

Incorrect sizing of the valve may lead to paravalvular leak, migration, embolization, residual gradient (patient-bioprosthesis mismatch) and/or annular rupture.

Accelerated deterioration of the valve due to calcific degeneration may occur in patients with an altered calcium metabolism.

Prior to delivery, the transcatheter heart valve must remain hydrated at all times and cannot be exposed to solutions, antibiotics, chemicals, etc. other than its shipping storage solution and sterile
physiologic saline solution to prevent leaflet damage that may impact valve functionality. THV leaflets mishandled or damaged during any part of the procedure will require replacement of the THV.

Caution should be exercised in implanting a valve in patients with dlinically significant coronary artery disease.

Patients with pre-existing bioprostheses should be carefully assessed prior to implantation of the valve to ensure proper valve positioning and deployment.

Do not use the valve if the tamper evident seal is broken, the temperature indicator has been activated, the valve is damaged, or the expiration date has elapsed, as either sterility or valve
function may be compromised.

Do not mishandle the delivery system; do not use the delivery system and accessory devices if the packaging sterile barriers and any components have been opened or damaged (e.g., kinked or
stretched), cannot be flushed, or the expiration date has elapsed.

Patient injury could occur if the delivery system is not un-flexed prior to removal.

Patients with hypersensitivities to cobalt, nickel, chromium, molybdenum, titanium, manganese, silicon, glycerol, bovine tissue, and/or polymeric materials may have an allergic reaction to
these materials.

Valve recipients should be maintained on anticoagulant/antiplatelet therapy, except when contraindicated, to minimize the risk of valve thrombosis or thromboembolic events, as determined
by their physician. This device has not been tested for use without anticoagulation.

Balloon valvuloplasty should be avoided in the treatment of failing bioprostheses as this may result in embolization of bioprosthesis material and mechanical disruption of the valve leaflets.

The physician must verify correct orientation of the valve prior to its implantation.

Access characteristics such as severe obstructive or circumferential calcification, severe tortuosity, vessel diameters less than 5.5 mm (for size 20, 23 and 26 mm SAPIEN 3 Ultra RESILIA transcatheter
heart valve) or 6.0 mm (for 29-mm SAPIEN 3 Ultra RESILIA transcatheter heart valve) may preclude safe placement of the sheath and should be carefully assessed prior to the procedure.

6.0 Precautions

Long-term durability has not been established for the THV. Regular medical follow-up is advised to evaluate valve performance.

.

If a significant increase in resistance occurs when advancing the catheter through the vasculature, stop advancement and investigate the cause of resistance before proceeding. Do not force
passage, as this could increase the risk of vascular complications. As compared to SAPIEN 3, system advancement force may be higher with the use of SAPIEN 3 Ultra RESILIA transcatheter heart
valve in tortuous/challenging vessel anatomies.

Do not overinflate the deployment balloon, as this may prevent proper valve leaflet coaptation and thus impact valve functionality.

Appropriate antibiotic prophylaxis is recommended post-procedure in patients at risk for prosthetic valve infection and endocarditis.

Additional precautions for transseptal replacement of a failed mitral valve bioprosthesis include presence of devices or thrombus or other abnormalities in the vena cava precluding safe
transvenous femoral access for transseptal approach; presence of Atrial Septal Occluder Device or calcium preventing safe transseptal access.

.

Special care must be exercised in mitral valve replacement if chordal preservation techniques were used in the primary implantation to avoid entrapment of the subvalvular apparatus.
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Based on the treating physician’s consideration of risks and benefits, the valve may be implanted in relatively young patients, although the long-term durability is still the subject of ongoing
clinical research.

Safety and effectiveness of the THV implantation have not been established for patients who have:
« Non-calcified aortic annulus

« Severe ventricular dysfunction with ejection fraction < 20%

« Congenital unicuspid aortic valve

« Pre-existing bioprosthetic annulus in any position

« Severe mitral annular calcification (MAC), severe (> 3+) mitral insufficiency, or Gorlin syndrome

« Blood dyscrasias defined as: leukopenia (WBC < 3,000 cells/pL), acute anemia (Hb < 9 g/dL), thrombocytopenia (platelet count < 50,000 cells/pL), or history of bleeding diathesis or
coagulopathy

« Hypertrophic cardiomyopathy (HOCM) with or without obstruction

« MRorticstenosis characterized by a combination of AV low flow, low transvalvular pressure gradient

« Echocardiographic evidence of intracardiac mass, thrombus, or vegetation

« Aknown hypersensitivity or contraindication to aspirin, heparin, ticlopidine (Ticlid), or clopidogrel (Plavix), or sensitivity to contrast media, which cannot be adequately premedicated

« Significant aortic disease, including abdominal aortic or thoracic aneurysm defined as maximal luminal diameter 5 cm or greater; marked tortuosity (hyperacute bend), aortic arch atheroma
(especially if thick [> 5 mm], protruding, or ulcerated) or narrowing (especially with calcification and surface irregularities) of the abdominal or thoracic aorta, severe “unfolding” and
tortuosity of the thoracic aorta

« Bulky calcified aortic valve leaflets in close proximity to coronary ostia
« A concomitant paravalvular leak where the failing bioprosthesis is not securely fixed in the native valve annulus or is not structurally intact (e.g., wireform frame fracture)

« Apartially detached leaflet of the failing bioprosthesis that in the aortic position may obstruct coronary ostia

.

The risks of subclavian/axillary access are low and acceptable, but subdavian/axillary access should be considered when the physician determines there is an increased risk associated with
transfemoral access.

For Left axillary approach, a left subclavian takeoff angle ~ = 90° from the aortic arch causes sharp angles, which may be responsible for potential sheath kinking, subclavian/axillary dissection
and aortic arch damage.

For left/right axillary approach, ensure there is flow in the Left Internal Mammary Artery (LIMA)/Right Internal Mammary Artery (RIMA) during procedure and monitor pressure in homolateral
radial artery.

.

Residual mean gradient may be higher in a “THV-in-failing bioprosthesis” configuration than that observed following implantation of the valve inside a native aortic annulus using the same
size device. Patients with elevated mean gradient post procedure should be carefully followed. It is important that the manufacturer, model and size of the preexisting bioprosthesis are
determined so that the appropriate valve can be implanted and a prosthesis-patient mismatch be avoided. Additionally, pre-procedure imaging modalities must be employed to make as
accurate a determination of the inner diameter as possible.

Post-procedure and follow-up assessment of TAVR device performance by Doppler echocardiography may be impacted by inherent limitations in the Bernoulli equation used to determine
measurements such as mean gradient, EOA, and bioprosthesis-patient mismatch. These limitations may lead to an overstating or understating of valve performance measurements after TAVR
implantation. Therefore, a post-TAVR echocardiogram should be used to establish a baseline from which future follow-up visits are compared to. Confirmatory direct pressure measurement via
cardiac catheterization may be considered, when indicated, prior to reintervention.

7.0 Potential Adverse Events

Potential risks associated with the overall procedure including access, cardiac catheterization, local anesthesia with conscious sedation and/or general anesthesia:

« Death

.

Stroke/transient ischemic attack, clusters or neurological deficit

Paralysis

Permanent disability

Respiratory insufficiency or respiratory failure

Hemorrhage requiring transfusion or intervention

Cardiovascular injury induding perforation or dissection of vessels, ventricle, atrium, septum, myocardium or valvular structures that may require intervention

Pericardial effusion or cardiac tamponade

.

Thoracic bleeding

Embolization, such as air, calcific valve material or thrombus

Infection, such as septicemia and endocarditis

Heart failure

+ Myocardial ischemia or infarction
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Renal insufficiency or renal failure

Conduction system defect which may require a permanent pacemaker

.

Arrhythmias, induding ventricular fibrillation (VF) and ventricular tachycardia (VT)

Retroperitoneal bleed

Arteriovenous (AV) fistula or pseudoaneurysm

.

Reoperation

Ischemia or nerve injury or brachial plexus injury or compartment syndrome

Restenosis

Pulmonary edema

Pleural effusion

.

Bleeding requiring transfusion or intervention

Anemia

Vessel thrombosis/occlusion

.

Abnormal lab values (incdluding electrolyte imbalance)

Hypertension or hypotension

Allergic reaction to anesthesia, contrast media, or device materials or bovine pericardial tissue

Hematoma

.

Syncope

Pain or changes (e.g., wound infection, hematoma, and other wound care complications) at the access site

Exercise intolerance or weakness

.

Inflammation

Angina

Vasovagal response

Heart murmur

.

Fever

Additional potential risks associated with the TAVR procedure, the bioprosthesis, and the use of its associated devices and accessories include:

« Cardiacarrest

Cardiogenic shock

Emergency cardiac surgery

Cardiac failure or low cardiac output

Coronary artery blood flow obstruction/transvalvular blood flow disturbance

Device thrombosis requiring intervention

Valve thrombosis

Device embolization

Device migration or malposition requiring intervention

LVOT obstruction

Valve deployment in unintended location

Valve stenosis

Vessel spasm

Structural valve deterioration (wear, fracture, calcification, leaflet tear/tearing from the stent posts, leaflet retraction, suture line disruption of components of a prosthetic valve, thickening,
stenosis)

Device degeneration

Paravalvular or transvalvular leak

Valve regurgitation

Hemolysis
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Device explants

Nonstructural dysfunction

Mechanical failure of delivery system, and/or accessories, induding balloon rupture and tip separation

Non-emergent reoperation

Allergic/immunologic reaction to the implant

Injury to mitral valve
8.0 Directions for Use

8.1  System Compatibility

Table 6
20 mm System 23 mm System 26 mm System 29 mm System
Product Name

Model
Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve 9755RSL20 (20 mm) 9755RSL23 (23 mm) 9755RSL26 (26 mm) 9755RSL29 (29 mm)
Edwards Commander Delivery System 9750CM20 9750CM23 9750CM26 9750CM29
Edwards eSheath+ Introducer Set 914ESP 916ESP
Inflation Device 96402 96406
Edwards Crimper 9600CR

Qualcrimp Crimping Accessory, Crimp Stopper and Loader provided by Edwards Lifesciences

Additional Equipment:

- Balloon catheter per the discretion of the physician

20 cc syringe or larger

50 cc syringe or larger

High-pressure 3-way stopcock (x2)

- Standard cardiac catheterization lab equipment and supplies, and access to standard heart valve operating room equipment and supplies

.

Fluoroscopy (fixed, mobile or semi-mobile fluoroscopy systems appropriate for use in percutaneous coronary interventions)

.

Transesophageal or transthoracic echocardiography capabilities

« Exchange length 0.035 in (0.89 mm) extra-stiff guidewire

Temporary pacemaker (PM) and pacing lead

.

Instrumentation for transseptal access and septostomy, as applicable

Sterile rinsing basins, physiological saline, heparinized saline, 15% diluted radiopaque contrast medium

- Sterile table for valve and accessories preparation
8.2 Valve Handling and Preparation

Maintain sterile technique during device preparation and implantation.
8.2.1 SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve

The SAPIEN 3 Ultra RESILIA transcatheter heart valve is provided sterile and nonpyrogenic. The packaging consists of a carton containing a foil pouch. Within the foil pouch is a tray that is sealed with a Tyvek lid. Inside of
the tray is the valve holder which contains the valve.

1. Remove the tamper evident label to open the carton.

2. Remove the foil pouch from the carton in the non-sterile field. Before opening, examine the package for evidence of damage and broken or missing seals. Open pouch and remove tray in the non-sterile field.
WARNING: Do not open foil pouch in the sterile field, as sterility may be compromised. The foil pouch is a protective cover only. Only the valve holder may be introduced into the sterile field.
Note: If the foil pouch is opened during the procedure and the valve is not used, discard the valve.

3. The tray is labeled with the model, size, and serial number. The model, size, and serial number should be confirmed with the number on the valve package and valve implant data card.

4. Near the sterile field, hold the base of the tray and peel the lid from the tray.

5. The valve holder and contents are sterile. Transfer the valve holder to the sterile field.

CAUTION: The contents of the valve holder must be handled using a sterile technique. Take care when removing the valve holder from the tray to ensure there is no contact with the nonsterile
adhesive on the lip of the tray.
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8.2.2 Valve Soaking/Rinsing Procedure

8.2.2.1 SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve

1.
2.
3.

Setup one (1) sterile bowl with at least 500 ml of sterile physiological saline to soak the valve.
Open the valve holder by holding the base and lifting the lid. Carefully remove the valve from the valve holder without touching the tissue. Inspect the valve for any signs of damage to the frame or tissue.

Place the valve in the sterile bowl of sterile physiological saline. Be sure that the sterile physiological saline completely covers the valve for at least two minutes to hydrate the leaflets. The valve should be left in the
sterile physiological saline to prevent the tissue from drying.

CAUTION: No other objects should be placed in the soak bowl. The valve should be kept hydrated to prevent the tissue from drying.

8.2.3 Prepare the System

1.

=

Visually inspect all components for damage. Ensure the delivery system is fully unflexed and the balloon catheter is fully advanced in the Flex catheter.

WARNING: To prevent possible damage to the balloon shaft, ensure that the proximal end of the balloon shaft is not subjected to bending.

. Flush the delivery system with heparinized saline through the flush port.
. Carefully remove the distal balloon cover from the delivery system. Remove the stylet from the distal end of the guidewire lumen and set the stylet aside.

. Flush the guidewire lumen with heparinized saline and insert the stylet back into the distal end of the guidewire lumen.

Note: Failure to insert the stylet back into the guidewire lumen may result in damage to the lumen during the valve crimping process.

Place the delivery system into the default position (end of strain relief is aligned between the two white markers on the balloon shaft) and make sure that the Flex catheter tip is covered by the proximal balloon cover.
Unscrew the loader cap from the loader tube and flush the loader cap with heparinized saline. Place the loader cap over the proximal balloon cover and onto the Flex catheter with the inside of the cap oriented towards
the distal tip.

Fully advance the balloon catheter in the Flex catheter.
Peel off the proximal balloon cover over the blue section of the balloon shaft.

Attach a 3-way stopcock to the balloon inflation port. Partially fill a 50 cc or larger syringe with 15-20 ml diluted contrast medium and attach to the 3-way stopcock.
Fill the inflation device provided by Edwards Lifesciences with excess volume of diluted contrast medium relative to the indicated inflation volume. Lock the inflation device and attach to the 3-way stopcock.

Close the 3-way stopcock to the inflation device provided by Edwards Lifesciences. Pull vacuum using the 50 cc or larger syringe to de-air the system. Slowly release the plunger to ensure that the contrast medium
enters the lumen of the delivery system. Repeat until all air bubbles are removed from the delivery system. Leave zero pressure in the delivery system.

WARNING: Ensure there is no residual fluid left in the balloon to avoid potential difficulty with valve alignment during the procedure.

(lose the stopcock to the delivery system. By rotating the knob of the inflation device provided by Edwards Lifesciences, transfer the contrast medium into the syringe to achieve the appropriate volume required to
deploy the valve.

. Close the stopcock to the 50 cc or larger syringe. Remove the syringe. Verify that the inflation volume is correct and lock the inflation device provided by Edwards Lifesciences.

CAUTION: Maintain the inflation device provided by Edwards Lifesciences in the locked position until THV deployment to minimize the risk of improper THV deployment due to premature balloon
inflation.

8.2.4 Mount and Crimp the Valve on the Delivery System

1.

2.

Set up two (2) additional sterile bowls with at least 100 ml of sterile physiological saline to thoroughly rinse the Qualcrimp crimping accessory.

Completely submerge the Qualcrimp crimping accessory in the first bowl and gently compress it to ensure complete saline absorption. Slowly swirl the Qualcrimp crimping accessory for a minimum of 1 minute. Repeat
this process in the second bowl.

. Remove the valve from the soaking/rinsing bowl.

. Rotate the crimper handle until the aperture is fully open. Attach the 2-piece crimp stopper to the base of the crimper and click into place.

With the crimper in the open position, gently place the valve into the crimper aperture. Gradually crimp the valve until it fits into the Qualcrimp crimping accessory.
Note: This step is not necessary for the 20-mm valve.
Place the Qualcrimp crimping accessory over the THV, making sure the THV is parallel to the edge of the Qualcrimp crimping accessory.

Place the valve and Qualcrimp crimping accessory in crimper aperture. Insert the delivery system coaxially within the valve on the valve crimp section (2-3 mm distal to the balloon shaft) with the orientation of the
valve on the delivery system as described below:

Antegrade approach: Inflow (outer skirt end) of the valve towards the proximal end of the delivery system.

=

Retrograde approach: Inflow (outer skirt end) of the valve towards the distal end of the delivery system.

=

Center the balloon shaft coaxially within the THV. Crimp the THV until it reaches the Qualcrimp crimping accessory stop located on the 2-piece crimp stopper.
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9. Gently remove the Qualcrimp crimping accessory from the THV. Remove the Qualcrimp crimping accessory stop from the crimp stopper, leaving the final stop in place.

0. Center the THV within the crimper aperture. Fully crimp the THV until it reaches the final stop and hold for 5 seconds.
Note: Ensure that the Valve Crimp Section remains coaxial within the THV. Ensure that the THV is fully within the crimper jaws during crimping.
11. Repeat the full crimp of the THV two more times for a total of three full crimps for 5 seconds each.
12. Pull the balloon shaft and lock in the default position.
13.  Flush the loader with heparinized saline. Inmediately advance the THV into the loader until it is completely inside the loader.
CAUTION: The THV should not remain fully crimped and/or in the loader for over 15 minutes, as leaflet damage may result, and impact valve functionality.

14. Attach the loader cap to the loader, re-flush the delivery system through the flush port and close the stopcock to the delivery system.
Remove the stylet and flush the guidewire lumen of the delivery system.

CAUTION: Keep the THV hydrated until ready for implantation to prevent damage to the leaflets which may impact valve functionality.

WARNING: The physician must verify correct orientation of the THV prior to its implantation to prevent the risk of severe patient harm.
8.3 Native Valve Predilation and Valve Delivery

Native valve predilation and valve delivery should be performed under local anesthesia with conscious sedation and/or general anesthesia with hemodynamic monitoring in a catheterization lab/hybrid operating room
with fluoroscopic and echocardiographic imaging capabilities.

Administer heparin to maintain the ACT at > 250 sec during the procedure.

Balloon valvuloplasty should be avoided in the treatment of failing bioprostheses as this may result in embolization of bioprosthesis material and mechanical disruption of the valve leaflets.

CAUTION: Use of excessive contrast media may lead to renal failure. Measure the patient’s creatinine level prior to the procedure. Contrast media usage should be monitored.

CAUTION: Procedure may require an arterial cut-down with surgical closure of the puncture site due to the size of the arteriotomy.

8.3.1 Baseline Parameters

1. Perform an angiogram with fluoroscopic view perpendicular to the valve.

2. Evaluate the distance of the left and right coronary ostia from the aortic annulus in relation to the valve frame height.

3. Introduce a pacemaker (PM) lead and position appropriately.

4. Set the stimulation parameters to obtain 1:1 capture, and test pacing.

8.3.2 Native Valve Predilation

Pre-dilate the native aortic valve, per the discretion of the physician, according to the instructions for use for the selected balloon aortic valvuloplasty catheter.

CAUTION: Valve implantation should not be carried out if the balloon cannot be fully inflated during valvuloplasty.

8.3.3 Valve Delivery

1. Gain access using standard catheterization techniques.

2. Prepare and insert the Edwards sheath per its instructions for use.

3. Insert the loader into the sheath until the loader stops.

4. Advance the delivery system, with the Edwards logo in the proper orientation (the delivery system articulates in a direction opposite from the flush port), through the sheath until the valve exits the sheath.
Note: Maintain the proper orientation of the Flex catheter throughout the procedure. The delivery system articulates in a direction opposite from the flush port.

CAUTION: For iliofemoral access, the valve should not be advanced through the sheath if the sheath tip is not past the bifurcation of the inferior vena cava (IVC) to minimize the risk of
ilio-vessel damage.

CAUTION: To prevent possible leaflet damage and possible impact to valve functionality, the valve should not remain in the sheath for over 5 minutes.
5. Inastraight section of the vasculature, initiate valve alignment by disengaging the balloon lock and pulling the balloon catheter straight back until part of the warning marker is visible. Do not pull past the warning marker.
WARNING: To prevent possible damage to the balloon shaft, ensure that the proximal end of the balloon shaft is not subjected to bending.
Engage the balloon lock.
Use the fine adjustment wheel to position the valve between the valve alignment markers.
CAUTION: Do not turn the fine adjustment wheel if the balloon lock is not engaged.
WARNING: Do not position the THV past the distal valve alignment marker to minimize the risk of improper valve deployment or THV embolism.
CAUTION: Maintain guidewire position during valve alignment to prevent loss of guidewire position.

WARNING: If valve alignment is not performed in a straight section, there may be difficulties performing this step which may lead to delivery system damage and inability to inflate the balloon.
Utilizing alternate fluoroscopic views may help with assessing curvature of the anatomy. If excessive tension is experienced during valve alignment, repositioning the delivery system to a different
straight section of the vasculature and relieving compression (or tension) in the system will be necessary.

6. Advance the catheter and use the Flex wheel, if needed, to cross the valve.

Note: Verify the orientation of the Edwards logo to ensure proper articulation. The delivery system articulates in a direction opposite from the flush port.
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7. Disengage the balloon lock and retract the tip of the Flex catheter to the center of the triple marker. Engage the balloon lock.
8. Verify the correct position of the THV with respect to the native valve annulus location.
9. As necessary, utilize the Flex wheel to adjust the co-axiality of the THV and the fine adjustment wheel to adjust the position of the THV.
10. Before deployment, ensure that the THV is correctly positioned between the valve alignment markers and the Flex catheter tip is over the triple marker.
11. Begin THV deployment:
« Unlock the inflation device provided by Edwards Lifesciences.
- Begin rapid pacing; once systolic blood pressure has decreased to 50 mmHg or below, balloon inflation can commence.

« Using slow controlled inflation, deploy the THV by inflating the balloon with the entire volume in the inflation device provided by Edwards Lifesciences, hold for 3 seconds and confirm that the barrel of the
inflation device is empty to ensure complete inflation of the balloon.

« Deflate the balloon. When the balloon catheter has been completely deflated, turn off the pacemaker.
8.3.4 System Removal

1. Unflex the delivery system while retracting the device, if needed. Verify that the Flex catheter tip is locked over the triple marker. Retract the loader to the proximal end of the delivery system and remove the delivery
system from the sheath.

Note: For subclavian-axillary approach, keep delivery system inside sheath until ready to remove all devices as one unit.
CAUTION: Patient injury could occur if the delivery system is not unflexed prior to removal.
2. Remove all devices when the ACT level is appropriate. Refer to the Edwards sheath instructions for use for device removal.

3. Close the access site.
9.0 How Supplied

STERILE: The SAPIEN 3 Ultra RESILIA valve, delivery system, and accessories are supplied sterilized with ethylene oxide gas.

The valves are supplied nonpyrogenic in packaging to which a tamper evident seal has been applied.

9.1 Storage

The valve must be stored at 10 °Cto 25 °C (50 °F to 77 °F). Each valve is shipped in an enclosure containing a temperature indicator to detect exposure of the valve to extreme temperature.

The delivery system should be stored in a cool, dry place.

10.0 MR Safety Information

MR Conditional

Non-clinical testing has demonstrated that the Edwards SAPIEN 3 Ultra RESILIA transcatheter heart valves are MR Conditional. A patient with this device can be scanned safely, immediately after placement of this device
under the following conditions:

- Static magnetic field of 1.5Tor3.0T

« Maximum spatial gradient field of 3,000 gauss/cm (30 T/m) or less

« Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2 W/kg (Normal Operating Mode)

Under the scan conditions defined above, the SAPIEN 3 Ultra RESILIA transcatheter heart valves are expected to produce a maximum temperature rise of 1.9 °C after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact caused by the device extends as far as 9.0 mm from the implant for spin echo images and 23 mm for gradient echo images when scanned in a 3.0 T MRI system. The artifact
obscures the device lumen in gradient echo images.

The implant has not been evaluated in MR systems other than 1.5T or 3.0T.

For valve-in-valve implantation or in the presence of other implants, please refer to the MRI safety information for the surgical valve or other devices prior to MR imaging.
11.0 Patient Information

A patient implant card is provided with each THV. After implantation, please complete all requested information and provide the implant card to the patient. The serial number is found on the package. This implant card
allows patients to inform healthcare providers what type of implant they have when they seek care.

12.0 Recovered THV and Device Disposal

The explanted THV should be placed into a suitable histological fixative such as 10% formalin or 2% glutaraldehyde and returned to the company. Refrigeration is not necessary under these circumstances. Contact Edwards
Lifesciences to request an explant kit.

Used devices may be handled and disposed of in the same manner as hospital waste and biohazardous materials. There are no special risks related to the disposal of these devices.

13.0 References

[1 Bapat V, Attia R, Thomas M. Effect of Valve Design on the Stent Internal Diameter of a Bioprosthetic Valve: A Concept of True Internal Diameter and Its Implications for the Valve-in-Valve Procedure.
JACC:Cardiovascular Interventions.Vol. 7, No. 2 2014: 115-127.
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Edwards SAPIEN 3 Ultra RESILIA Transcatheter Heart Valve System

Edwards eSheath+ Introducer Set
Carefully read the manufacturer’s manual prior to use and follow the instructions for use.

Instructions for Use

The product is intended for use by physicians trained and experienced in interventional techniques. Standard techniques for the placement of vascular access sheaths should be employed.
1. Device Description

The Edwards eSheath+ introducer set contains:

1. anexpandable sheath (eSheath+) (Figure 1) that provides access into the target vessel while maintaining hemostasis and temporarily enlarges its diameter to allow for passage of a device.
2. anintroducer (Figure 2) with hydrophilic coating that is used to facilitate entry and trackability of the sheath into the vessel.

3. adilator (Figure 3) with hydrophilic coating that is used to dilate the vessel to accommodate the sheath.

4. an expansion tool (Figure 4) that is used to pre-expand the sheath during device preparation.

Figure 1: Sheath

Figure 2: Introducer

T

Figure 3: Dilator

Figure 4: Expansion Tool

914ESP 916ESP
Sheath L.D. (unexpanded) 14F (4.6 mm) 16F (5.3 mm)
Sheath 0.D. (unexpanded) 6.0 mm 6.7 mm
Compatible THV 20mm 29mm
23mm
26 mm
Introducer 0.D. 14F 16F
Dilator 0.D. 16F 18F

2. Indications
The Edwards eSheath+ Introducer Set is indicated for the introduction and removal of devices used with Edwards transcatheter heart valves.
3. (ontraindications

There are no known contraindications.
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4, Warnings

The devices are designed, intended, and distributed for single use only. Do not resterilize or reuse the devices. There are no data to support the sterility, nonpyrogenicity, and functionality of the
device after reprocessing.

The Edwards eSheath+ introducer set must be used with a compatible 0.035 in (0.89 mm) guidewire to prevent vessel injury.

Do not mishandle the device or use it if the packaging or any components are not sterile, have been opened or are damaged (i.e., kinked or stretched, etc.), or the use-by date has elapsed.
5. Precautions

« Expansion tool does not contain a hydrophilic coating. Do not use as a dilator.

+ The sheath temporarily enlarges to allow the passage of devices; ensure that the vasculature can accommodate the maximum diameter of the expanded sheath.

+ When inserting, manipulating or withdrawing a device through the sheath, always maintain orientation of the sheath position.

+ When puncturing, suturing or incising the tissue near the sheath, use caution to avoid damage to the sheath.

« Caution should be used in vessels that have diameters less than 5.5 mm or 6 mm as it may preclude safe placement of the 14F and 16F Edwards eSheath+ introducer set respectively.

+ Use caution in tortuous or calcified vessels that would prevent safe entry of the introducer set.
6. Potential Adverse Events

Complications associated with standard catheterization and use of angiography include, but are not limited to, allergic reaction to anesthesia or to contrast media; injury, including perforation or
dissection of vessels; injury at the site of access that might require vessel repair; thrombosis and/or plaque dislodgment which may result in emboli formation; distal vessel obstruction; stroke;
ischemia and/or death.

7. Directions for Use

1. Visually inspect the introducer, dilator, expansion tool and sheath for surface defects and damage.

2. Flush the introducer and dilator using heparinized saline through the guidewire lumen.

3. Hydrate the length of the introducer, dilator, and sheath with heparinized saline to activate the hydrophilic coating.
4, Wet the surface of the expansion tool.

5. Flush the sheath using heparinized saline through the flush port; close the flush port.

6. Use the expansion tool to pre-expand the partially expandable portion of the sheath prior to procedural use.
Note: After pre-expanding the sheath, inspect the length of the expandable portion for damage prior to use.

7. After removing the expansion tool, flush the sheath a second time using the heparinized saline through the flush port; close the flush port.
8. Insert the introducer completely into the sheath and turn clockwise to lock the introducer hub to the sheath hub.
9. Using standard catheterization techniques, gain access to the vessel and dilate as necessary with the dilator to accommodate the sheath.

10. Orient the sheath appropriately and maintain orientation throughout the procedure. Insert the sheath assembly using standard technique while following its progression under fluoroscopy.
NOTE: The proximal tapered end of the sheath working length is larger in diameter.

11. If possible, suture the sheath into place using the suture ring(s).
12. Remove the introducer from the sheath by turning counter clockwise to unlock the introducer hub from the sheath.

13. Insert the device into the sheath.
NOTE: The sheath should be intermittently flushed with heparinized saline throughout the procedure, per standard interventional technique.

14. After the completion of the procedure and removal of the device, remove the suture, and then remove the sheath entirely without torquing and do not reinsert.
8. How Supplied

The Edwards eSheath+ introducer set is supplied in a pouch and sterilized with ethylene oxide.
9. Storage

The Edwards eSheath+ introducer set should be stored in a cool, dry place.
10. Device Disposal

Used sheath sets may be handled and disposed of in the same manner as hospital waste and biohazardous materials. There are no special risks related to the disposal of these devices.

Manufacturer Name: Edwards Lifesciences LLC
Manufacturer Address: One Edwards Way, Irvine, CA 92614, USA “Made in USA / Singapore”
Name of the Medical Device Supplier: Edwards Lifesciences (Taiwan) Corp.

Address of the Medical Device Supplier: 9F-1, No. 2, Sec. 3, Minsheng East Road, Zhongshan District, Taipei City.
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