confermal’

The Shape of Stroke Pr

Title:

evention MOP 7 - Imaging Upload

Contents

1.  CONFORM Pivotal IMAgING .....uuviiiiiiiieeiiiiiiee e sttt e e e e eecttte e e e e e e e et bre e e e e e e e enataseeeeaeeeesnnssaaeeaeeeesnsnsenes 1
2. Navigating Imaging Uploads inN EDC ...........ccuuiiiieeieeciiiieee e ettt e e e e e eetrae e e e e e s e snnraesseaeesesnnnseeeeaasesnnns 2
3. Redaction/Masking Tool — How to De-1dentify PHI .......c.ccceeiiieiiiiiiieiecsieecie et ctee e re e eveere e 9
4. Addressing IMaging QUETIES .....uueieeiiieieeiieee e st e et e e e sre e e e streeessateeesstbaeessssaeeesssseeeassseesesnsseeeeannens 12
T [ o F- Tod o T e o) o Lol o] B A Y=EY oYU o ol TSR 12

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
Executive Committee Pre-Procedural Review for First 5 Patients:
e Cardiac CT/TEE: Within 6 months of the date of consent
Post-5 Patient Review Imaging Options: Within 6 months of the date
of consent (one of the following must be performed)
e TEE
e CardiacCT
Screening e TTE*

e Cardiac MRI*

* TEE or CT is required prior to randomization to fully evaluate all echo
exclusion criteria. Note that TTE and Cardiac MRI can only be
completed as screening imaging if site has 3+ procedures on a given
day. If there are less than 3 procedures, Conformal requires that a CT
or TEE is done as screening imaging.

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.
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Visit Image type required per visit
e TEE
Procedure o If 3D imaging is acquired, the 3D raw data should be
transferred with the uploaded images
e Angio
TTE
Pre-Disch
re-bischarge e At least 4 hours post-procedure
TEE
e Cardiac CT may be used in lieu of TEE
45-Day (+ 7 Days) e Ifthereis 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.
TEE is only required at 6 Months IF: Subjects at the 45-day visit that
had evidence of a non-trivial residual leak (>3mm) or thrombus. The
subject will need a repeat TEE at 6 months if there is no TEE imaging
documentation of the event resolution.
TEE

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.

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.

6 Month (+ 30 days)

12 Month (+ 30 Days)

Unscheduled/Adverse

Event 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 Brainimaging 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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All Studies

All Sites

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

zmedidata

#  Medidata Imaging Trials

Trials
Trial Name Status Type Info
L
Confermal CONFORM Pivatal Live Imaging (7]
Conformal EFS Live Imaging (7]
Confermal 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 SR -
Home
s v
Sebiect D intenal Stobame Subject Hame St < Seach Sukpects
[0 — v . Search VistsEvents
991777 901 21901-140 v
991800 901 21901-141 v
201818 201 21901-142 s
991826 901 21901-143 L4
991872 901 21901-144 o
991873 901 21901-145 4
992287 901 21901-146 v
992611 201 21901-147 v
992755 %01 21901-148 v
992835 s01 21901-149 v

Betiosh GaTo Page. Prevoys 56788101 52 13 14 15 16 17 5 19 B
(300 st m 32 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).

M Modidata Imaging Trials

confermal

o Trials | Home

Subject: 21901-144

Subject Deesas

@ Ciome

Subject Details
Subject Name. 21001144 Sereening Hame unknawn Subjecttams 21901144
stans Active Servaning Harme ks
- Status Active
Gueries
view
» Ausl Lo

Actions
& Hew Guery

© 4653 5 Mori®s VRREvent
© ikd Abverse Eveni VistEvert

Add Visit {]

VisitaEverds
VisiEvent Name  Complete  img Regs
Bassine [}
Index Procedure:
Pre-Discharga
45 Days
12 Moriths

XXXXX

0
0
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 I

Subject: 21901-144
Subject Detsits

Subject Masos 21801140 Scrwaning Mame Unknown
Status Active

Gueries

VesitEvent Name  Complete Img Regs
. e paseine o
Navigate to specific visit Index Procedure
and/or view imaging =} [reDischarge

requirements o Der
2 Morihs

X X XX

o
(]
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.

V 4.0 14JAN2025 Page 4 of 12




confermal”

The Shape of Stroke Prevention MOP 7 - Imaging Upload

nformcl_’

Backto Triols | Home [
Subject: 21901-144 | o cime |
Bascline VisEvent Details Subject Details
VRiEvent Hams Baseling VisEven! Date Unnoun Subiect Nama 21901144
Staws Active Serecring Mame Unknows
St hctive
Basetine Vst Event Requiements
= : View
Type Info. Requiremant Commands TIE: ’-"V_E"'ﬂr i
Reason: Select One_ v [y
Exam TEE 1 Exam Lnkoad Exaes Commant i
| Soiect e > Al Log Werkows
Eam  TIE
actions
TTEMEE Sonographer [N
Socument JTEITE Soncarashe e
© tew
Eam T @ A § Wonihs Vist Eveet
© Add iverse Event VistEvent
Submisaion Problems {4}
VeataEvents
2, ekt rosl |
* Requires 1m upload oz sverrisa VisitEvant Mama  Compieto _ Img Raqs.
[ o [@)]cancel Index Procedure % ]
- St CT Review b L
45 Days X o
 Start TTE Review 12 Months x ]

3 The Baseline visit/event has not satisfied all requirad itams. 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.

confermal

BackioTrisls [Home Decuments Tasks OQueries  Reportin

Subject: 21901-144 [Cooom

Basslion Vet Event Detais Subiect Detity

Ve vent fame Baseline VistEvent Oate Unimowm 2 Subjoctame 21901144

Stots Active Scrmening Hame Unknon
Suns Active

Exam Upioad

Baseline Exam Upload oo

‘Betresh Ugloss Gontrl » View Subject

b duciLog

b At Log Virious
Astions
Click the button below to locate your images... & Rnsicre Deleted fiems.

© Hew Guery
© Ad35 Moeis VisEvent
Select DICOM Folder © 288 Adveess Evenl VisUEvent
VisiaEverss

VisiEvent Name  Camplete _ Img Regs

Index Frocedure 3 0
ProDischarge % 0
45 Days x [
12 Months x 0

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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confermal oo B

W5 Tasks Quenes Reponing
Subject: 21901-144 (o com ]
VisnEvent Hame Bassline VisEvent Date uninown Subject Name 21901144
Status Active Screenng Mame Unknown

Stabus. Active
Baseline

iew
Tpe It Requicement Commands rprr—
Exam TEE Urload Exams Comment AN Log

- Auo Log Wersows
Bam  TTE Usioad Exares Commen

Actions

TTE/TEE St rapher —_—

Document wiiicheet B I AT S e & Pk Dot s
Bam T 1Exam  Usiood Exarms Commen 3 b Ve Ve vt

@ Add Adeorse Eveed VisiEverd
ion Problerms (1)

Visits/Events
o splond supplind

VisitEvent Neme  Complete _Img Reqs.

+ Start CT Review Bascline b= o

CS7 . Sign to confirm the Index Pracedire. 3¢ a

—d Pra-Disch: o

upload K
5 Days x 0
Your submission i 12 Months. x 0

you hers & p
electronic signatus

Select the blue box to confirm “Yes, submit now”

© Quries Reponng  SCRF Review  User kgt

confermal S

Subject: 21901-144

Basshine VINUEvent Detals

Vst Event Mame Baseine VtEvent Date Unbrown Subject Mame 21901184
staus Active Screenng Maent Unkown
St Actve
Baseline VisEvent Requiervents
Type info Requirement Commands
Exam TEE Uniopd Exama Comment
Exam TTE Unioad Bxamy Comment
TTE/TEE Sonographer Uplosd  Udloadve  EGLA Finskce
Document yoricsheet Documers  bonde Dvce. Mok Unkoggy  SSEmRs! Qeonle
Eam T 1Eam  upiosd Eans Comment

Submission Prabiems (1
Harzang,

i. Gi: Be wpiosd muppiied
" Start CT Review

 Start TTE Review

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

Select the blue box “Click Here to Sign”

co_nfermql’ I

Tosks Queries Raportng SCRF Revew s
Subject: 21901-144 | e cume |
Baseline Visat/Event Details Subject Details.
VisiVEvent Name ‘Basehine VistEvent Date. Unknown Subject Name 21901144
ooy Active Scrvening Hamme Unkenor

Satuy. Active
Baseing VisEvent Requirments
Twpe Infos Requirement Commands Signature . :‘tﬂs..,_ﬂ

1 sy e b duditog
- O~

Bam  TEE Unkond Ecans Comenged S g e i st s PR
Bam  TIE st Exams Gomemend oes e

TTE/TEE Scnographer
Dacument otk

Quary
Exam €T 1 Exam @ Add § Months
© Add Adverse Evert VisaEvent
Problems (1):
VissEvents
uplend supplied.

 Start CT Review

ok (@) cancel

Index Procedure % 0
" Start TTE Review Pra-Discharge x L]
45 Days x 0

You are submitting a Baseline visit/event without including all optional requirements. Would you like to continue anyways? 12 Months x 0

s aubmi row [N

Select the green check box “Ok”
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Back1o Trials | Home T ¥
Subject: 21901-144 [ Cose_|
Basaling Vi Event Dl Subjoct Detits
Vst Event Hame Baseiine VisaEvent Daie Unknomn Subectame 21901144
Stas Active Sareenng Hare Urknown
Stats ctive
Baseline VA Event Requeements
.Iypc Info Requirement Commands Shgnatere o
s incamation: N St
Bxam  TEE unoad Exana Gommen sy : > At Log
e e P Ausl Log WerkSores
Exam TE URlox) Cxams Gomment
Actions
TTE/TEE Soncgrapher
PG - B, e, BT o o e
Bam T 1Exam  Uied Erams Commen © Add § Monihs VistEvent
© i Advorsa Eveed Vi Eveet
Submission Problems (1):
Warmina, WisasEvents
i, I Fa wpioad mupmlisd.
VisivEventName  Complets  Img Reqs
< st i
o | (@) concel index Procedure 3% O
+ Start TTE Review ProDischage X v
) . ) 45 Days X o
You ara submitting 2 Baseline visit/event without indluding all optional requiremants. Would vou like to continue anyways? 2 Mads % p

[ e suomit o RN

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

#  Medidata imaging Trials

confermal

BackioTriols [Home| Documents Tasks Oueries Reporing  eCRF Review User Mgn

Subject: 21901-144

St Dt

siEwent tame. Baseline VattEvest Date Unknown Suecttlame 21801144
Fass C Date 05.0ec2024 Stans Passed QC
Baseline Vit Event Requeements
Type o Requirement Commands
Exam  TEE Urlood Exams Comment
Bam  TTE Uriood Exama Comment

TTE/TEE Senographer unend Udlosdvia  Edld Fingkos
Document yyorksheet Dosumeny  Moe Dovice Mobic Unioggy S22 Quome

eam  CT 1EaM  Uciosd Exama Gomment
 Start CT Review

+ Start TTE Review

Oueries

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

onformat

BackioTriols |Home Documents Tasks Queries Repoding oCRE Review  User Mot
Subject: 21901-144 Le.cme |
45 Days ViitEvent Detats Subject Detail
Vst Event Hams 45 Days. VisEvent Date Unknown Subject Name 21901144
stotus Active Screening Hame Unknaan
Stans Active
45 Days VisE Vet Requirements
Type Info Requirement Commands. - View Subgct
Bam  TEE g » sutiog
s Somgrasiiar Option to upload TEE and Sonographer worksheet bt Log Viokbous.
Document .
Viorksheet or_Cardiac CT Actions
Bam  CT © Restore Deleed flems
© Hem Qvery
© Add & Morts VisREvent
° | Adverse £y VEvent
pisud or sersia VininEvert I
VieitEvent Name  Complate  Img Regs.
Bassine v 1
X The 45 Days visit/event has net satisfied all required iters. Pieass provide all required data in order to finalize the visit/event submission and pravide your e-signature. Indsx Procedure 3¢ 0
Pre Dischar [
Gueries m
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 VisibE vet Detaits

Vit Event Hame
Status

45 Days.
Active

VisiEvent Dase Uninewn

TEE: Cwerride
- Reason: TEE ¢

45 0ays VISIVE vend Reguirements
info
TEE

TTE/TEE Sonagrapher
Warksheet

Type
Exam

Requirement Commands

Document

avaiabie

Backfo Trials |Home.  Documen

=1
Subject Detail
Subject Hame  21901.944

‘Scrwening Name Uniknown
Stabus Active

% The 45 Days visit/event has not satisfied all required items. Piease provide all required data in order to finalize the visit/event submission and provide yaur e-signature.

initwEvens

VisifEvent Name  Complate Img Reqs
Baseine v 1

Index Procedure 3¢ ]
Pre-Discharge x ]

12 Months o

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

25 Oorw VE vt il

[r—— 450ays ViskEvert Date [re—
Status Active

45 Days ViniWEvert Recuirermants

Type into Requirement Commands.

Exam  TEE \slead Exams Comment

TTE/TEE Soncgrapher
Dacument |15/ LE S

(=3

Ui EdaFraice
Mok Devcn  Mlobde Upioagy  Semeed

Usinad Exama Comment

pinag
Documen
Exam

& Visit/Event will be reviewed - thank you!

Backto Trals [Home D

@ Close.

Subject Details

Subject Name 71901144
Screenng taene Unknown
Status Actve

Comment

User

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 6 Months Visit/Event

— © Add Adverse Event Visit/Event
ikl © Add Optional TEE at Baseline Visit/Event
Visits/Events
c te .
omment Visit/Event Name Complete g
Regs
Requirement Date Override Comment User Actions Baseline x 0
TEE 0SAni2022 OVERRIDE-TEST koasan@conformalmedical com | Remove Index Procedure -
2:42 PM ProRel X 0
TEE Ob-Apr-2022 OVERRIDE-TEST koasan@conformalmedical com | Remove Index Procedure -, ;
Post-Release
Exam 45 Days v 1
Preview | Requirement | Modality | Study Date | Images/ Series UploadDate | Upload By Actions 12 Months v 1
Preview
Remove Study
Send Study
TEE us o202 g‘“a‘ 9|3 5’)3' 9 R EArA koasan@confdrmalmedical.com Download Study
& e Open In PACS
Change Req
Edit DICOM Headers
Files
Documents
File Name Requirement Upload Date Actions.
Open Document
Sonographers Worksheet - 08 pdf TTEfTEE Sonographer Worksheet g‘;@‘;’jon ggx[‘)'::d
Ghange Req
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While previewing the images you will be able to see what was uploaded. Intelemage has a feature which
assists with deidentifying remaining PHI.

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:

TIS0A MI04

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.

Adult Echo TISO.4 MIO4

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.

Adult E:P.! TIS0.4 MIO4
X8-2t 4

55Hz =

8.1cm [

Cancel

-60
ol
mﬁ._ cmis

--60
PAT T: 37.0C
TEET:37.7C
\ --120
" To0mm/s  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”.

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

Adult Ect. ,x TIS0.4 MI0.4
X8-2t L "
55Hz = » wa

8.1cm o 16 1m

PATT: 37.0C
TEET:37.7C

y --120
b 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

ou sure you want to finalize the
not be un-done

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

, --120
——abmrs " 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

Visit/Event Name Baseline VisitEvent Date Unknown Subject Name ~ 21901-229
Status Active Sereening Name Unknown
. Status Active
Baseline VisitEvent Requirements
View

Type Info Requirement Commands

Exam TTE 1 Exam Upload Exams Comment Override
TTE/TEE Sonographer Unloag Uploadvia  Edit & Finalize
Document "l heat RRLEIL LY ocment  Mobie Device Mobile Uploads  Comment Override

Exam T 1 Exam Upload Exams Comment

ride.
Requizes an upload or override.

o upload supplied.

+ Start TTE Review

» View Subject
> Audit Log
> Audit Log Workfiows

Actions

& Restore Deleted ltems

© New Query

© Add 6 Months VisivEvent

© Add Adverse Event VisivEvent

< Add Optional TEE at Baseline Visit/Event

Visits/Events

Visit/Event Name ~ Complete  Img Regs
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 x 0
45 Days X 0
pre—— 12 Months x 0
Qio Title Assigned To Status Category Created
J -
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 dit

: submit this visit at your earliest convenience.

Actions
& Save
#” Send Reminder
& Comment

5. 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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