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1. CONFORM Pivotal Imaging
Imaging will be submitted through the EDC system, Medidata Rave, for the applicable time points and

events located in Table 1.0.

Table 1.0

Visit

Image type required per visit

Screening

Within 6 months of the date of consent (one of the following must be
performed)

e TEE

Cardiac CT

o TTE*

e Cardiac MRI*

* TEE or CT is required prior to randomization to fully evaluate all echo
exclusion criteria. A TEE or CT within 5 years may be used to evaluate
anatomic criteria if coupled with MRI or TTE within 6 months prior to
consent.

For patients with a documented history (within 24 months prior to
enrollment) of stroke or TIA:

Brain Scan with MRI/CT: Historical Imaging post-neurological event per
SOC. Otherwise, new imaging is to be taken after consent.

Randomization

Randomization cannot occur until all imaging inclusion/exclusion
criteria (as per the imaging modality) have been satisfied by baseline
imaging. All patients must have CT or TEE imaging prior to
Randomization.

Note: The subject will undergo TEE during the Index Procedure, and
this timepoint will serve as a review of Echo Exclusion Criteria.

Procedure

e TEE
o If 3D imaging is acquired, the 3D raw data should be
transferred with the uploaded images
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Visit Image type required per visit
e Angio
TTE
Pre-Disch
re-vistharge e Atleast 4 hours post-procedure
TEE

45-Day (* 7 Days)

e Cardiac CT may be used in lieu of TEE

e If thereis a finding of a non-trivial leak (>3mm) or device-
related thrombus, a TEE will need to be performed as soon as
possible. Refer to Protocol for recommended timing.

12 Month (£ 30 Days)

e Cardiac CT may be used in lieu of TEE.

o If Pericardial Effusion >10mm is detected on CT, TTE
evaluation suggested for quantification.

e Ifthereis a finding of a DRT or inadequate seal (leak >3mm) is
detected on the CT, a TEE is required to be performed as soon
as possible. Refer to Protocol for recommended timing.

e If a non-trivial leak is noted, a TEE is required to confirm the
finding, as soon as possible. Refer to the Protocol for
recommended timing.

Unscheduled/Adverse
Event

At any time point, if a Subject has evidence of a significant residual
leak (>5mm on TEE) or thrombus, subject should be evaluated for
treatment with OAC (Warfarin or DOAC), and ASA for 4-6 weeks
followed by repeat imaging.

Note: If at any time point a CT has a finding of peri-device leak >3 mm,
a TEE must be performed for confirmation and evaluation of the leak.

Neurological Event requires a Brain CT/MRI
e Brain imaging is not required for patients with systemic
embolism without new findings suggestive of TIA/stroke

Table 1.0

2. Navigating Imaging Uploads in EDC
Log in from the Medidata home page. From the home page, go to “Apps” on the left side of the
screen. Click the conformalmedical link under “Medical Imaging” to bring you to the imaging home

page.
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Studies Sites History

CONFORM Pivotal
P S

CONFORM Pivotal
Medical Imaging Clinical Trial

i

All Studies

All Sites

Clicking the conformalmedical link will take you to the next page shown below. Next, click on
“Conformal CONFORM Pivotal”

zmedidata

N Medidata Imaging Trials

Trials
Trial Name Status Type Info
L
Conformal CONFORM Pivotal Live Imaging (7]
Conformal EFS Live Imaging (7]
Conformal CONFORM Pivotal (UAT) UAT/Test Imaging (7]
Confermal EFS (UAT) UAT/Test Imaging (7]

(4 resulis in 1 pages)

You will be directed to the imaging home page, where you can see all patients who are currently in the
trial at your site. Please note that once you have completed the informed consent and inclusion and
exclusion criteria eCRFs and saved complete, these patients will populate in the imaging module:

M Medidata Imaging Trials
confermal
Home
Subyects View
‘Subject ID intesnal ‘Srie Name Mame Status | Search Sutiects
901 v |, Search VisitsEvents.
991777 901 21901-140 v
991800 901 21901-141 v
991818 %01 21901-142 v
991872 901 21901-144 v
992287 901 21901-146 v
992611 %01 21901-147 v
992755 %01 21901-148 v
992835 S01 21901-149 v

Befiosh GaTo Page. Puewous 567881011 12 13 14 15 16 17 15 19 B
(100 st n 39 poges]

Once you click on a patient (in this case subject 21901-144 has been selected), you will be brought to
the patient’s repository page (pictured below). In the middle of the page, on the right-hand side of the
screen, you can select the Visits/Events, which will open the specific Visit/Event details, Visit/Event
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Requirements, and additional sections associated with the patient for that time point including a
preview under the Exam Section.

Under the “Actions” section:
- You will also be able to add another visit for the patient (i.e., the patient has a device-related
thrombus detected during their 45-day imaging, and the patient is required to come in for a 6-
month TEE or add an adverse event visit for adverse events with associated imaging).

conformal s

Subject: 21901-144 o Gone

Subject Detats Subect Details

Subject Name 21901144 Screening Name. Unknown Subjecttame 21901144
Status Active Screening Name Unkn -

Queries

 Hew Gusey
icit J]© 2646 orma varEvent

Add Visit {3 2 evestn

VistaEverts

VisitEvent Name  Complete  Img Reqs

Baselne 0

Index Procedure

Pre-Discharge

45Days

12 Months

x

x 0
x 0
x 0
x 0

By clicking on any of the visits in the Visits/Events section in the bottom right, you will be able to
navigate to that specific visit and view the imaging requirements.

confermal ———

Subject: 21901-144 © Coe

Subject Detats Subject Details
Subject Namme 21901144 Screening Name  Unkno w Subject Name  21901.144
..... Active Scroening Name Unknown

Status Active

View

> Avdtlog

Actions

© ew Guery

© 4306 Moo VisaEvent

© Agd Adverse Event VistEvent
—

VisivEvent Name  Complete  Img Regs
; sy paseine )
Navigate to specific visit Index Procedure

and/or view imaging Pre-Discharge

requirements Liesid
2 Months

XX XX

0
0
0
0

If the required imaging exam is not uploaded/has not met the submission requirement, then the box will
be highlighted red (as seen for the TTE, and Sonographer Worksheets). Use the Override buttons to
overrule the request for a requirement not fulfilled (i.e., CT is uploaded for the baseline visit). By clicking
the override button on the TTE and Sonographer’s worksheet, you’re able to confirm the document and
exam were not done. This will allow you to complete submission for the visit.
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M  Medidata Imaging Trials

conformal o =

Subject: 21901-144 | e come |
Baseline VisaEvent Details Subject Detata
VisAEvent Name Basoline ViaEvent Dale Unknown Sutmcttame 21901444
Stats. Active Screenng Name Unknown
Status. Active
Baseline Vi Event Requiements
i View

Type lnfo Requirement Commands Tk Ovenide v
Eam  TEE 1Exam  Ugload Exams Comment Reason:Select Ore... v > Audt Log

Seisct One. » Audi Log Weeksoms
Exam TTE =

ot doro

s TTE/TEE Sonographer Actons

UMENt yorksheet
Bam  CT

© Restors Deeted iems

New Query

© Add 5 Months VistEvent

© Add Adverse Event VistEvent
Submission Problems (4} VistsEvents

zes an uplosd or cverride VisivEvent Name  Complete _Img Reqs
@ Ok @ Cancel Index Procedure % []
W Start CT Review B e x o
45 Days X 0
 Start TTE Review 12 Months x 0

X The Baseline visit/event has not satisfied all required items. Please provide all required data in order to finalize the visit/event submission and provide your e-signature.

By clicking on the Upload Exams button, you will be taken to this page below, where you can upload the
DICOM formatted imaging directly from your computer.

M Medidata Imaging Trials

conformal —

Subject: 21901-144 _® Come
Baseline VisitEvent Details. Subyect Details.
VieEvent lame Baseline VistEvert Dte Unknown Subjectame 21901144
Status Active Screening tome Unknown
Status. Active

Exam Upload
Baseline Exam Upload Mow

Beliesh Uoload Contrd B Yo St

Click the button below to locate your images.

& 257Gt Vs Event
Select DICOM Folder © 24 Avers Evet VakEvent
Vit Events

Once you have uploaded the required images, you will need to re-sign to confirm the upload. On this
page, you will now see what was uploaded and when the images and/orsonographer worksheets were
uploaded.

Note: if issues uploading DICOM images are encountered, you may need to contact your
institution’s IT support.

Select the red box to provide your electronic signature
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Subject: 21901-144

Backto Triols [Home  Document

Baseline VasEvent Date Unknown
Status Active
Baseline VistEvent Requirements
e o Requirement Commands
Bam T Urioad Exams Comment
Bam  TTE o Exams Comment
TTE/TEE Soncgrapher Unload Usloadvia  Edit A Finakze
Document. yerksheet Dosument  Mobte Device Mobde Usioagy  SSTemsed Quetide
Bam T 18am  Upioad Erana Comnent

ion Problems (1):

-
1 He wpiosd suppited

W Start CT Review

Sign to confirm the
upload

 Start TTE Review

confermal

Subject: 21901-144

VisasEvents
VisiEvent Name  Complete  Img Reqs
Baseline 3 0
Index Procedure %
ProDischarge X 0
45 Days x 0

x

Backto Trials  Home Do

LoCoee j

Baseline VisaEvent Detaily Subject Detais
VistEvent Name. Baseline VistEvent Date Unknown Sutject Name 21901144
Status. Active Screenng Name Unknown

Status Active
Baseline Vist Event Requeermeats

View
Type Info Requirement Commands > View Sitwedt
Exam TEE Upioad Exams Comment ‘Al Log

> udt Log Woektoms
Bam  TTE Unload Exams Comment

Actions

TTE/TEE Sonographer Unioad Ugioad via £t & Finalze s

Document {1l ELe Qomosrsen Documert Mok Device ot Usioagy  Seeed Querde & Reslor Dot s
Exam cr 1 Exam Upload Exams Comment © Add 6 Months VistEvent

Submission Problems (1):

1.CI: ¥o wplosd supplied
 Start CT Review

 Start TTE Review

You are submitting a Baseline visit/event without including all optional requirements, Would you like to continue anyways?

Mo abot.

Select the blue box “Click Here to Sign”

confermal

Subject: 21901-144

Baseine Vs Event Oetails

Vs Event Namme. Baseine VisaEvet Date Unknown

Status. Active

Baseline VisEvent Requirements

Tpe  into Requirement Commands Sosetry
Bam  TEE Uload Exans Gomment

Bam  TTE Unload Exana Comment

IR CL i [T —
Exam cr 1 Exam Unioad Exams Comment

Submission Problems (1):
resteers

1.CI: ¥ uplosd supplied.

 Start CT Review

 Start TTE Review

[@)ok (@) cancet

Backto Trials [HOMS' Documents Tasks Quedes Reporting  eCRF Review Use

Subject Details
Subiect Name 21901144
‘Screenng Name Unknown
Status Active
Vew

» View Setyect

> AuditLog

> Audit Log Wedsows

You are submitting a Baseline visit/event without including all optional requirements. Would you like to continue anyways?

oot

Select the green check box “Ok”
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Trials

onfermal e

Subject: 21901-144

L_o.Cose |
Baseline VisaEvent Details ‘Subject Details
VitEvent Name Basetine Ve Event Date Untnoun Subjecttame  21901.144
Status Active Screenng Name Uniknown
Stats Active
Baseline Visa Event Requeements
7 View
Signature
Type Info Requirement Commands Sted
E Tee s Fomana o > huntog
xam areng e o rserean oowabe  Fr o
Unioad Exans Comment et oo s o o (e > Audi Log Werkdows
Exam TTE Unioad Exams Comment DRSO Lasthame: St
Actions
TIETEE Scnagapher e e pots e B
Document g4 (He e ) Lt DALRTS  Comment Quomde © Restore Deleed ftems
By snctromeaty sgnng eesyou scest hat  tew Query
Bam  CT 1EM  Upload Exams Comment Pl ectins Laptatte 1 he ogaty © Add § Months VistEvent
ey st of o Settes © Add Adverse Eveet VUEveed
Sgniees o St 13 promband o hare
Submiasion Probiems (11 S crarnam and prasead o amy SOt
festees ot your sgature 1 CFR Pat VisasEvents
1. CT: Ho wplosd supplied VTG i s Skt e A

VisitEvent Name  Complete _ Img Reqs

W Start CT Review
[E=] @ =

+ Start TTE Review Pro-Discharge

x
45 Days. X
You are submitting a Baseline visit/event without including all optional requirements. Would you like to continue anyways? x

12 Months
ey

Once the uploaded exams and documents (if required) have passed QC, a green checkmark will appear
showing the visit upload requirements are complete.

confermql’

Back to Triais  Home T
Subject: 21901-144 [o Cose |
Baseline Vit Event Detaits Subject Detata
VitEvent e Baseline VistEvert Oste Unknown Subecttame 21901144
Pass OC Date 05.0c.2024 suns Passed aC Screenng Narme Unknown
Statn Active
Bascline Vst Event Requeements
View
e ko Requirement Commands > Viow St
Bam  TEE Usioad Exans Comment » Audtlog
> Audi Log Weaktows
Bam  TTE Usioad Exans Comment
TTE/TEE Sonographer Upsd  Udloadve  EdtFinaie
Document. yorksheet Document  Mobde Devce Mot Uploagy  SSemsed Quede
Bam - CT 1B0m  Usiosd Exams Comment

 Start CT Review

+ Start TTE Review

Queries

Comments

At 45 Days and 12 Months, either a TEE and Sonographer Worksheet or a Cardiac CT may be uploaded.

A completed and signed Sonographer Worksheet must accompany any uploaded TEE

confermal R

Subject: 21901-144

L Chone |
45 Days VisiEvent Detats Subject Detaits
VistEvent Name 45 Days VisAEveot Date Unknown SubjectMame 21901144
Status. Active Screening Name Unknown
Status. Active
45 Days VisiEvent Reauirements
iew
e mlo Requirement Commands > ViewSubject
Exam  TEE 5 felionatzed
e Option to upload TEE and Sonographer worksheet > AustLog Worksows
DOCUMENt. yiorksheet or_Cardiac CT Actions

© New Guery
© 4646 Moris Vst Event
© Add Adverse Event Vit Event
» ovexei Vit Everes

VisitEvent Name  Complate Img Reqs
Baseline v 1

X The 45 Days visit/event has not satisfied all required items. Please provide all required data in order to finalize the visit/event submission and provide your e-signature. Index Procedure X 0
Pro-Discharg 0

Gueries h
12 Months x 0

A comment must be provided if imaging type was performed but not available, in order to successfully
override.
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Subject: 21901-144

45 Days VisiEvent Detads

Vst Event Name 450ays VisNEvent Date Unknown

Status. Active

45 Days VisivEvent TEE: Override
Type Info Requirement Commands

Exam TEE

TTE/TEE Sonographer
Worksheet

cr

Ugload  Ugload va
Document  bobde Device Modile Uploads

Document onh e Comment Qvemde

Exam

Ugload Exams Comment Quarrde
Subemission Problems (3

Reqaizes an

TEE Seeageapt or cwerside

[@ox (@) cancel

X The 45 Days visit/event has not satisfied all required items. Please provide al required data in order to finalize the visit/event submission and provide your e-signature.

Once imaging is uploaded or override is complete, this will move through to QC. The red x will remain

until exams pass the QC process.

confermal

Subject: 21901-144

Back o Trials  Home:

|t Giore)
45 Days ViaiEvent Detads Subject Detaits
Vit Event tame. 45Deys VisAEvent Dste Unknown Subectllame 21901144
Status Active Scroening Mame Unknown
Sats Active
45 Days VisitEvent Reauirements
Type o Requirement Commands.
Bam T wsiond Exam Comment
TTE/TEE Sonographer losd  Ugieadva  EGLAFinaize o
Document yoricsheet Documens Moo evce  Moble Uplosgy  Seemect
Bam  CT usload Exans Comment
@ Visit/Event will be reviewed - thank you!
Queries
Index Procedure X 0
PreDischarge X 0
Comments 45 Days 3 0
x 0

|11Mo'mu

When scrolling further down this page below the comment section, you will see a section labelled
“Exam”. This section is where you may preview the imaging, by clicking on the small picture.

© Add & Months Visit/Event

= © Add Adverse Event VisiVEvent
ewes © Add Optional TEE at Baseline VisivEvent
Visits/Events
Comments Img
VisUEvent Name  Complete 28
Requirement Date QOverride Comment User Actions Baseline x 0
TEE S OVERRIDE-TEST koasan@conformalmedical com | Remove :jndex Procedure - o 0
TEE 42022 OVERRIDE-TEST koasan(@conformalmedical.com | Remave Index Procedure - 1
Post-Release
Exam 45 Days v 1
Preview | Requirement | Modality | StudyDate | Images / Series Upload Date | Upload By Actions 12 Months v 1
Preview
gsmo;e Study
Ly inal e nd Study
! TEE us S | e 9 L2022 | oasan@confgmalmedical com Download Study
42 EIEUS Open In PACS
Change Req
Ecil DICOM Headers
Files
Documents
File Name Requirement Upload Date Actions.
Open Document
Sonographers Worksheet - 08.pdf TTE/TEE Sonographer Worksheet Fahaph Sl
Ghange Req
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While previewing the images you will be able to see what was uploaded. Rave Intelemage automatically
detects and deidentifies DICOM header fields containing PHI during upload.

If needed, you can manually redact information using the box icon at the bottom on the left panel (see
red box below) when previewing an image:

TISO4 MIO4

3. Redaction/Masking Tool — How to De-ldentify PHI

To redact, you will click on the box in the top left in the preview of the image.

TISO.4 MI04

After clicking on the box, you will see a crosshair that appears. You will be able to click and drag your
mouse around the area that you would like to de-identify. Once you have created the red shaded
area around the PHI, you will see 3 options appear: “Apply to Single Image”, Apply to Every Image”,
and “Cancel”.

By clicking on “Apply to Single Image” the mask will only apply to that image.
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By clicking on “Apply to Every Image” the mask will apply to all images in upload in the same
location. BEWARE: If all PHI is not located in the same area and this is implemented, imaging may

get redacted requiring a re-upload.

TIS0.4 MI0.4

W W
yr

PAT T: 37.0C
TEE T: 37.7C

72y --120
gl " 46bpm

Once you select a masking option, you will see a message pop up that states: “When all redaction is

complete, click OK to save & finalize”.

V 5.0 16APR2026

When all redaction is complete, click Ok to save & finalize —

Adult Ect. % TIS0.4 MIO0.4
xg-2t 4 -
55Hz = > e

8.1cm o 116 m

PAT T: 37.0C
TEET: 37.7C

AN 0 --120
~ ' 1obrms " 46bpm
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Once you select “Ok”, another message will populate asking if you are sure you would like to
finalize. This action cannot be undone, so please confirm the masking option and area you are de-
identifying are correct.

This process may take up to 30 minutes if you are de-identifying multiple images.

When all redaction is complete, click Ok to save & finalize "

Are you sure you want to finalize the mask(s) you have made? This
action cannot be un-done and processing ild take up to 30 minutes
to complete.

Once you select “Save & Finalize Mask”, the system will begin masking the area you have selected.
Below is the result of masking in the top left corner of the image.

TIS0.4 MI0.4

PAT T: 37.0C

TEET: 37.7C

3 i --120
~ 1ol 46bpm
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4. Addressing Imaging Queries

You will receive an email notification once a query has been assigned to you regarding a visit. Once you
log into the portal, the query can be seen under “Queries”.

Subject: 21901-229

Baseline VisitEvent Details Subject Details

VisitiEvent Name Baseline VisitEvent Date Unknown Subject Name ~ 21901-229
Status Active Sereening Name Unknown
. Status Active
Baseline VisitEvent Requirements
View
Type Info Requirement Commands » View Subject
Exam TTE 1 Exam Upload Exams Comment Overide » AudtLog
, " > Audit Log Workflows
TTE/TEE Sonographer Upload Uploadvia  Edit & Finalize
Document g = 08 o T et Mobie Dovice Brobis Unioage  Comment Override Actions
Exam cT 1 Exam Upload Exams Comment & Restore Deleted ltems
© New Query
© Add 6 Months VisivEvent
iae © Add Adverse Event VisivEvent
Eequires an upiosa or cverride. < Add Optional TEE at Baseline Visit/Event
o upload supplied. U 2D

Visit/Event Name  Complete  Img Regs
+ Start TTE Review Baseline b o

Index Procedure % 0
% The Baseline visit/event has not satisfied all required items. Please provide all required data in order to finalize the visit/event submission and provide your e-signature Pre-Discharge b3 0
45 Days X 0
pre—— 12 Months x 0
Qip Title Assigned To Status Category Created
= i —
340185 Overdue visit submission eokeke@conformalmedical.com Open Overdue Visit 07-Mar-2024

Rafrash

Queries can be for reasons including but not limited to an overdue visit, missing sonographer’s
worksheet, incomplete upload, etc. Click into the query for information on the request. Once the query
has been addressed, reply to it for verification that it has been addressed for faster resolution.

Query History
Date User Action Query/Response Log Actions
07-Mar-2024 Imaging data for 21901-229, Baseline visit is overdue for
01-28 PM GMT eokeke@conformalmedical.com|Ooen submission based on the subject's visit calendar. Please Edit
: submit this visit at your earliest convenience.
Actions
& Save
#” Send Reminder
& Comment
5. Addressing Site Tasks
Site tasks will populate when the Echo Core Lab has completed a Feedback Form for the imaging
submitted.
Home
Subjects View
Subject ID Internal Site Name Subject Name Status | Search Subjects
E" , Search Visits/Events
902850 901 21901-001 v
902851 901 21901-002

1. Select Site Tasks under the View column to the right of your home screen to navigate to the listing of
pending tasks for completion.
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Home

Site Tasks

View

Site Name Subject Name Visit/Event Name Task Name Task Type Due Date Create Date \ Search Subjects
v [An v (Al v | Search Visits/Events

[ site Tasks (3)

901 21901-362 12 Months
901 21901-360 Index Procedure
901 21901-365 12 Months

TEE Feedback
TEE Feedback
TEE Feedback

File Download N/A 28-Sep-2025

25-Sep-2025
15-Jan-2026

File Download N/A

File Download N/A
Refresh
(2 resuts m 1 pages)

2. Select a row to navigate to the Site Task Details window.

.r/
Site Task \

Site Task Details Commands

In order to complete this task, you must click the 'Download’ button on the B Download
right. & Close

3. Click the Download icon under the Commands column to retrieve the Echo Core Lab Feedback report.
Once downloaded, the Site Task Details notification will indicate task completion.

Complete these steps for all remaining tasks.

p e
Site Task 0 )
Site Task Details Commands
The task has been completed now. t1 Download
& Close

6. Imaging Protocol Resources
Please refer to the documents listed below for additional information:
1. CONFORM TEE Image Acquisition Protocol

2. CONFORM CT Acquisition Protocol
3. CONFORM Sonographer Worksheet
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