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7/ A A Gender !
A EEE Age !

oW

i B B Implantation date ©

S (Year)

g B AH4THE R ¢+ Patient Condition Monitor Items (Valve)

A (Month) A (Day}

LARE

[ 4545

[]6 months

1 | NYHA (New York Heart Association}
SRR A R

5 | LVEF{Left Ventricular Ejection
Fraction) A FH B4 F

3 | AVA (Aortic Valve Area)
EHBRME O Wk

4 | MPG (Mean Pressure Gradient)
PR E

5 | AR (Aortic Regurgitation)
EHREAEERE

6 | All-cause mortality
TR

7 1 All stroke
+ B

g | Acute Kidney Injury — Stage 2 or 3
SRS

g | Major vascular complication
F 5l . 28 B B

10 | Paravalvular

11 | PPM (Permanent placement)
TR CREBESLE

12 | AE {Adverse Events)
FRERE

5. B4k (Accessories}

BRRERRRE

(Taiwan Serious)

RANERELRRRE

(Taiwan Non-Serious)

Edwards Commander {Delivery System)

Edwards eSheath (Introducer Set)

Transfemoral Bailoon Catheter

[ ]12 months
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IMPORTANT -- Depentiag on lecal requiations 1hs device may be subject tafracking of patnt consern sy be cedzd to 1etease patlent information to fdwaids
(FU-DIR 95/46/FC), Please legibly complete this @rd and return i to Edwards bifesciences. A patient Identification card wifl Ee pre pated ard madind for the pattent.
R THV Implant Patient Registry IMPLANTATION DATA CARD
1) gahe 1 . e e Fdwards Lifescences LLC ematl; THVpatient_registry@edwards.com
@‘ i lidwards Lifesciences  popox111s0 Phone: 9492503870
i B
e Santadna, (A 92711-1150USA  FAX:  949.803.2919
Device and Surgery Information {One device per form)
S$erialflot Humber Mogalsiere
Description
implant Bate Emplam Position
Day. Moath Year 3 hartic 3 Wil 3 Tricuspd 23 Pulimunke 33 Orhar, Spacify
Method of Delivery
O Transfemoral 3 Transapleat CF Gthar, $padfy
Patient Information {If release of patiant information Is prohibited, please enter patient reference numbers, as applicable.}
Last name {indude suffis, 3., 5r., E1¢) l Fisttame s
Address 1 City State Zip/Pestal Code
Country Birthdate 1 Male Phene
. Day: Honth: Year 3 female
Broes this patient have more O Yes Permanent iDs: Haspitalilb#
FoLD than one valve of Tng devlce? M
""" Long Term Follow Up Doctor for This Patient
Last name {ndude suffly, Jr, Sr. Ete} E First Hame M
Address 1 ity l State IipPostal Code
Country Phone Medical Spedaliy
3 Grdledogy 2 Internzl Medidine
3 Surgery 3 Other, Spedfy
Implanting Physician
{ast name {indude suffty, B, 51, Etc) FirstHamme W
Address ‘ Gy State pfPostal (ode
Country Fhone Madical Spedialiy 3 Interventional Cardiclogy
3 Cardhethosacic Surgery
2 Onher, Specly
Hospital
Hame ! Address
Chy State/Postal Code Countsy
TEAR | Etiquettes & gauche etau centre & utillser en France. DETACH PORTIONS BELOW AND DISTRIBUTE. FOLD FORM IN HALF
HERE | {oft and center labels for use in France, AND SEAL WITH THE SELF-ADHESIVE TAPE,

ot

Zdwaesks Lifescienens

Tdwants Lifesciences

Fdwards Lifisetences

Fedwands ifescivuves

Edwards Lifesciences

Febwards Lafescienees

Zebwards Lifesvicnees

Tdwards $ifeseisners

Edwardds Lifescicheas

Edwards Lifescivnces

Edwands Lilesvicnees

Fdwards LHeseienens

“dwards Eifescieaces

Zdwaees Lifescionees

Blear Patient: Plagse retain this
temporary identification card. if
yeu do not receive a permanent
card front you: surgeon vithin

& months, write 1o us and reguest
one. Please indude the exad
medel number and serial number,
as printed, along with the surgeon
and hospital names.

Edwards Lifesciences 11C
THY Implant Patient Reglstry, PO Box 11150,
Santa Ana, CA 92711-1150 USA Phone 949.250.3870
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17543 Rev O Edwards Lifesciences Page 10of6

Title

CUSTOMER EXPERIENCE REPORT FORM, THV

Edwards

Instructions:

Please complete all relevant fields. (s.g. ouf of the box or during device preparation events do nof require patient information.)
Blank fields will be left when the information is either not available or is not pertinent to the reported event.
Do net alter the Title Block of this document,

Complaints involving a death or serious public health threat shall be forwarded to the Edwards Complaint Dept. within 2 working days
_from awareness, all other complaints submit within 4 working days.
« In US, submit complaints via email THV_Complainis@edwards.com or by phone @ 949-250-3612,0pt 4

« In Europe, Canada, Latin America, Australia/New

complaints via email:complaints_INTL_THV@eadwards
4455) or submit the information via Satesforce Product Complaints Portal.

Exceptions:

Zealand and Greater India (Sri Lanka, India, Nepal, Bangladesh), submit

.com, phone +41 22 787 44 55, or send fax lo + 33 1 3005 2964. {internal ext.

In Japan, contact your Market Surveillance personnel, E-mail Japan.PS THV@edwards.com

In China and Taiwan: Greater China Product Complaint GRT_CN Prd_Complaini@edwards.com, Phone: +8621 5389 1858

In Karea: Contact Name: Jaslene Jeon, Emait Address: Jaslene Jeon@edwards.com and Contact Number: +82825599497

In South East Asia: Contact Name: Sunila Das, Emall Address: Sunila das@edwards.com and Contact Number: +91-22-61931305

+  Death cases occurring in the Czech Repubiic, submit within 24 hours from awareness,
o All events from lsrael, submit within 24 hours from awareness.

+  Death or serious public health threat occurring in LATAM, submit within 24 hours from awareness. All other complaints submit within 2

days

Form Requirements:

»  PC and Windows-based computers; at a minimum most current Adobe Reader
» iPad and similar touch screen devices: PDF Expert or equivalent

*If you experience any difficulty with saving or using this form, please contact THY Complaints

CER NUMBER (To be compieted by Complaint Dept.) | Gase Type GLINICAL STUDY TRIAL ID

OCommercial [2 Clinical
[0 Other {Describe in Section 3)

Section 1 Reporter information

Person completing form

Phone Title

Edwards Aware Date

Date of this Report

Procedure Date Date of event

Section 2 Hospital/Customer Contact Information

Hospital Name

Hospital Phone

Mailing Street Address

City

State/Province

Zip  Postal Code Country

Physician Name

Physician Phone

Customer Contact Name

Customer Contact Phone

THIS DOCUMENT CONTAINS GONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLG. IT MUST NOT BE REPRODUCED OR
DISCLOSED TO THIRD PARTIES WITHCUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLT. DOC-0000010 Rev: D

Relzased Date: 2016-11-14

Statie = Released
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Title CUSTOMER EXPERIENCE REPORT FORM, THV

Additional Physician/Cusfomer Contact Name

Additiona! Contact Information (emali/phonefetc)

Section 3 Complaint Description

Please provide a detailed description of the complaint(s)/Case.

Did an EW representative review the perceived root cause of the event with the operator{s)

7 Yes [0 No

If yes, please provide a summary perceived root cause (e.g. If valve is deployed too aortic/ventricular, what was
the cause of the malposition?)

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY iNFORMATION OF EDWARDS LIFESCIENCES, UG 1T

DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC. DOC-0000010 Rev. D

MUST NOT BE REFRODUCED OR

Qiothia = Relersan
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Title CUSTOMER EXPERIENCE REPORT FORM, THV

Section 4 Patient Information

Patient Initials/identifier Gender

[} Male O Female
O uUnknown T NA

Weight
1 Kgs
{1 Lhs

Age/DOB

Category A infectious disease

{1Yes &3 No
{1 Unknown

Relevant Medical history.

Section 5 Patient Factors

Native Annulus Diameter (mm)

Sinotubutar Junction diameter (mm}):

Native annular calcification
0O None O Mild O Moderate [ Severe
O Bulky (1 Bulky/severe O Unknown

3 NA

Native leaflet calcification
1 None [ Mild 13 Moderate [ Severe
O Bulky 22 Bulky/severe ] Unknown

[1NA

Aortic root calcification
[0 None 81 Mild O] Moderate [ Severe
M Bulky O Bulky/severe L3 Unknown

] NA

Porcelain aorta
[} Yes {0 No
1 Unknown [0 NA

TEE: TTE:
mm
mm mm Sinotubutar Junction calcification:
CT: O None [ Mild 3 Moderate £ Severe
E j ’ { O Bulky [ Bulky/severe [3 Unknown
Coomm XL ommareal ...
O NA
Qther:
[ Sinus of Valsalva diameter
mm
Obliterated Sinuses
[2J Yes OO No [0 Unknown [0 NA
Pre TAVR Post TAVR Ejection | Left Coronary  Right Coronary
Fraction: Ostia height: Ostia Height

Ejection Fraction:

I. L% l : %

Access Vessel
Minimum Luminal Diameter (MLD):

| -

[ Right [ Left

Access Vessel

Degree of Calcification:

1 None O Mild O Moderate [ Severe
] Unknown

Degree of Tortuosity

{3 None 03 Mild 3 Moederate 11 Severe
{1 Unknown O NA

Ventricular septaf hypertrophy

1 None O Mitd [ Moderate I Severe
O Unknown 3 NA

Mitral Annular Calcification {MAC})
{J None 0 Mild O3 Moderate [] Severe
O Bulky £1 Unknown O NA

THIS DOCUMENT CONTAING CONFIDENTIAL AND PROPRIETARY INFORMATICN OF EDWARDS LIFESCIENCES, LLG. 1T MUST NOT BE REFRODUCED OR
DISCLOSED 70 THIRD PARTIES WITHOUT PRIGR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC.

DOC-C009010 Rev. B

D 2046-11-14

Released Dat
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ate: 2017-0
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Title CUSTOMER EXPERIENCE REPORT FORM, THV

Section 6 Procedure Information

THV Valve Implant Position:

O Aeriic £ Mitral O Pulmonic

[1 Tricuspid [T Other O Unknown
Access/Approach Used:

3 Transcarotid I Transvenous

O Fransfemoral O Transapical
[0 Transaortic £1 Transsubclavian

{3 Other &3 Unknown [ NA

Preexisting prosthetic valve:

1 Yes [ No [J Unknown 01 NA
If yes, what type and position:

Delivery System Used/Planned:
{7 Certitude [0 Commander

O Centera O RF3 4O NF+

00 ASC+ [ Alterra T Ultra

O Unknown T N/A

O Othar {Described in Section 3}

Was BAV performed?
{1 Yes [1 No O Unknown T3 NA

First Valve

inflation Yolume

THV Valve position
Pre deployment

[3 70% Aorlic

(1 60% Aocttic

{1 50:50

[3 60% Ventricular
1 70% Ventricular
1 Unknown

1 NA

[} Other (Describe in Section 3)

THV Valve position
Post deployment

0 100% Aortic

[0 80% Aortic

] 80% Aortic

£1 70% Aortic

1 80% Aartic
£150:50

O 60% Veniricutar
[J 70% Ventricular
[ 80% Ventricular
3 90% Ventricular
1 160% Ventricutar
£1 Unknown

1 NA

Final valve position
acceptable?

3 Yes [] No
[0 Unknown [0 NA

Coaxial Alignment of delivery
system and valve!

0 Goed [ Fair [ Poor
O Unknown OO NA

Image Intensifier Angle:

O Good O Fair [1 Poor
O Unknown {3 NA

Ventilation held during
valve deployment?

[ Yes O No [ Unknown
1 NA

Loss of Pacing Capture
during valve deployment?
O Yes O No £ Unknown
O NA

Second valve if applicable

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIEN!
DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC.

CES, LLC. iT MUST NOT BE REPRODUCED OR
DOC-0080050 Rew: D

Released Date: 2016-11-14

Printed Date: 2017-07-05
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Title CUSTOMER EXPERIENCE REPORT FORM, THV
THV Valve position THV Valve position Final valve positioned as
Inflation Volume Pre deployment Post deployment intended?
3 70% Aortic 3 100% Aortic T3 Yes [ No
1 60% Aortic £2 80% Aortic
03 50:50 £ 60% Ventricutar £1 80% Aortic &1 Unknown LI NA
C 70% Ventricular £ 70% Aortic
0 Unknown " .
O NA 3 80% Aortic

{1 50:50

L3 Other {Describe in Section 3) 1 60% Ventricutar
3 70% Ventricular
1 80% Ventricular
[} 90% Ventricular
[ 160% Venitricular

(1 Unknown

(1 NA
Coaxial Alignment of delivery | Image Intensifier Angle: Ventilation held during Loss of Pacing Capture
system and valve; valve deployment? during valve deployment?
£} Good I Fair O Poor (1 Good [} Fair [} Poor [ Yes [J No 13 Unknown | [ Yes 3 No (I Unknown

€7 Unknown CI NA 03 Unknown L3 NA O NA

O NA

Section 7 Event Information

Event Occurred:
£3 Out of Box [ During Device Prep ] During Procedure [] Post Procedure
[} Unknown OO NA

Event related to use of non-Edwards device?
B3 Yes 0 No [ Unknown O NA

Event related o malfunction of an Edwards device?
1 Yes [ No [ Unknown [ NA

Event related to procedural complication?
0 Yes O No OJ Unknown O NA

Patient outcome:
£] Not applicable — no consequence fo patient

3 Stable
L3 Hemodynamically unstable {e.g., JABP, high dose presscr support, etc)
[ Death: During Procedure [ Post-Procedure

Date of Expiration:

Cause of Death: Is an autopsy being performed? O Yes [J No ] Unknown [ NA
£l Other:
3 Unknown Assessment made by:

Section 8 Devicelimaging Information

Model Number(s}: Serial/L.ot Number{s)

Device Being Refurned?

O Yes ONeo

O Yes ONo

O Yes O No

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLC. IT MUST NOT BE REPRODUCED OR

DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION CF EDWARDS LIFESCIENCES, LLC.

DOC-0000010 Rev. D

Released Date: 2016-11-14

Printed Dz*ar 2017-07-05
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Title CUSTOI\.’EER EXPERIENCE REPORT FORM, THV

OYes [ONe

[1Yes [No

Ancillary Devices related to Incident {i.e. Non-Edwards balloon catheter, guidewire, pacing wire)

Biokif Contact Name, Address, and phone number

If no devices are being returned, please explain why?

Section 9 Customer Response

Customer Letter Requested
Oyes O No

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLC. IT MUST NOT BE REPRODUCED OR

DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC. £0C-0000010 Rev. D
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