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1 Log in to OpenClinica

Access to OpenClinica is provided via a web browser (Mozilla Firefox or Microsoft Internet Explorer)

via the webpage: www.change-mri.de

(then klick on “zur Datenbank”/“database an then ,login“)

Or using directly the following link:

https://simpc2.mh-hannover.de:8443/0OpenClinica/MainMenu

Browser configuration:
o JavaScript must be enabled

o Pop-up blockers must be disabled

Provide user name and password you received via e-mail and click Login.

Community Edition

User Name Loading ...

Password

Reset password
For security purposes you have to reset your password at first log in. Your new password must be at

least eight characters long.


http://www.change-mri.de/
https://simpc2.mh-hannover.de:8443/OpenClinica/MainMenu

Reset password

"Wednome: bo DipenClaeca, Ching Cole, Your ourmenk passwond has beon set by bhe spstom o ha s eopired. [noonder bo
oontinue, you MUST change your pamewond below

* indicates requeeed Theld,

8] Passwond =

P Paidvedrd =

Conffirm New Passeond .

- 4 Crallenge O P SHect Dra #l| =

Paspword Crallenge Arpwer; .
| GungaPamword ] x

2 OpenClinica homepage

The OpenClinica homepage is the main page for the current study or site. It is displayed when you
log in or when you click “Home” in the navigation bar. The navigation bar provides access to the
main features in OpenClinica. The page contains your user name, the study name, name of the study
site and a summary of subjects entered by your site. To manage subjects click “Subject Matrix”.

Name of St and Site

Subject Matrix Navigatjon Bar

Open Crn‘CO HANGE-MRI MRI : CTH#flometrie-MHH (CTE_Biometrie_ MHH) | Change Study/Site (Data Manager) en | Log Out
all
& Community Edilion Home | subject Matrix Motes & Discrepancies | Study Audit Log | Tasks « Report Issue | Support @|

Alerts & Messages hd

Welcome to CHANGE-MRI MRI @
Notes & Discrepancies Assigned to Me: 0

Info

4

Icon Key

L
Instructions v |_
L
L

Subject Enrollment By Site

satmes EEN T .

Not Started CTB-Biometrie-MHH 7

Scheduled Study Progress Subject Status Count

o v OSSN
scheduled 0 available

@ Stopped
data entry started 4 signed o

@ Skipped completed 3 43% removed 0 0%

Completed signed 0

signed locked o]

Locked skipped 0

Tnvalid stopped 0 0%

Actions

View

Edit

B Remave

Restore

[ Reassign

(L] Sign



3 Subject Matrix

The “Subject Matrix” is a table with event information for all subjects. You can view, enter, and
change information.

g CHANGE-MRI MRI : CTB-Biometrie-MHH (CTE_Biometrie_MHH) | Change Study/Site
OpenClinica

& Community Edition | Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks -

Alerts & Messages v | Add New Subject
Instructions v | Subject Matrix for CTB-Biometrie-MHH ®

Info v |_

Icon Key - L 15 [w || show More || Select An Event [ |

sty sotyctro——Jva o

Statuses Apply Filter Clear Filter
Ay Fiter ——

ot Started CM-TB-0001 B E

secheduled CM-TB-0002 ] B =

a2 g:rﬁtfgtw CM-TB-0003 B E

@ Stopped CM-TB-0004 9 0 &

([ ]] Skipped CM-TB-0005 ]| B E

Completed CM-TB-0006 ] | X |
signed CM-TB-0007 B E

Locked Ergebnisse 1 - 7 von 7.

Inwvalid

Actions

View

Edit

B Remove

Restore

=¥ Reassign

Q Sign

3.1 Add a new subject from Subject Matrix

To add a new subject and schedule the first event follow steps below:

=

Click “Add New Subject” link in the “Subject Matrix”.

The “Add New Subject” page opens. Complete the information on the page as described in
the following steps. Some of the information might be optional, an asterisk (*) indicates a
mandatory field.

2. Enter the “Study Subject ID”.

3. Enter “Enrollment Date” in the specified format, or click the calendar icon to select it.
(Date of enrollment = Date of signed informed consent).



4, Select ,Sex”.
5. Enter “Year of Birth”.
6. Select first “Study Event” from the drop-down list.

7. Enter “Start Date” for the event, or click the calendar icon to select it.
(Start Date = e.g. date of MRI, SPECT...)

8. Click “Add” to create the new subject or click “Cancel” to discard entered information.

Study Subject ID: +
Enrollment Date: | 20-Jul-2018 «
Sey: | -Select- =] .
Year of Birth:
Study Event: | -Select- El .

Start Date: | 20-Juk2018 i

3.2 View and enter event data in Subject Matrix

Each cell in the “Subject Matrix” contains a status icon of the event: green — data entry complete;
yellow - data entry incomplete; blue — event not scheduled. In the “Subject Matrix” you are able to
perform following actions depending on your role and access rights for the study: “Schedule”,
“View”, “Enter Data”, “Edit”, “Remove”, or “Add Another Occurrence”. Click on the status icon to
choose the action.



Subject Matrix after Clicking the Icon in the V_MRI-Column for Subject ID CM-TB-0004:

Subject Matrix for CTB-Biometrie-MHH @

|| Show Maore | Select An Euentl:l Add Mew Subject

sty sujectro—[v_vna
| || | Apply Filter Clear Filter
CM-TB-0001 e
CM-TB-0002 =
CM-TB-0003 E3
CM-TB-0004 [
CM-TE-0005 Subject: CM-TB-0004 X
gmw
CM-TB-0007 started
Ergebnisse 1 - 7 von 7. View/Enter Data

Edit

Remove

3.3 View and edit details for a subject in subject casebook

To view detailed information for a subject, click the view icon in the “Actions” column.

Subject Matrix for CTB-Biometrie-MHH @

|| Show More ||Se|ectAn Event :l Add Mew Subject

Study Subject ID

| || | Apply Filter Clear Filter
CM-TB-0001
CM-TB-0002 [
CM-TB-0003 ES
CM-TB-0004 @
CM-TB-0005 ]
CM-TB-0006 =
CM-TEB-0007 el

Ergebnisse 1 - 7 von 7.




The subject casebook opens with the sections “Study Subject Record” and “Events”. To show or hide
a section, click plus or minus. The event section is shown by default.

6]

<«——Study Subject Record (click plus sign to expand)

Page 1of 1

V_MRI 04-Jul-2016 data
enfry
started

Study subject record section

Actions|CRFs (Name, Version, Status, Updated, Actions)

MRI_DCE V12

The “Study Subject Record” section provides overall information about the subject. To make
changes for the study subject, click “Edit Record”, which opens the “Update Study Subject Details”

page.
Study Subject ID CM-TB-D005 Person ID T8
Secondary ID Year of Birth ¥ 1977
oID 55_CMTBO0OS sex M Female
Status available Enroliment Date 9 05-Jul-2018
Study Name Site Name

4 Study events

In OpenClinica study events are associated with type, date(s), status, and a package of case report

forms (CRFs).

4.1 Schedule a study event

1. 1.To create a new event click “Schedule New Event” in the event section.



2. Enterinformation in the “Schedule Study Event” page. Time boxes can be left blank. As each
event in the Change MRI study is performed only in one day and no events are planned to be
split please leave the “End Date” boxes empty.

Schedule Study Event for CM-TB-0008 @

*indicates required field.

Study Subject ID:  CM-TB-0008
Study Event Definition: | W_MRI (Non-repeating) E“ .

Start Date/Time: | 20-Juk-2016 | : - : |{DD—|‘~"II‘~"II‘~"I—WW HH:MM) =
End Date/Time: | L= IE I | (DDMMM-YYYY HH:MM)

Leave this field blank if the end date/time is not applicable,

@ Schedule Another Event: (optional)
@ Schedule Another Event: (optional)
@ Schedule Another Event: (optional)
@ Schedule Another Event: (optional)

Proceed to Enter Data

3. After completion of scheduling information you can schedule another event or select the option
to enter data.

4.2 Update study events
You can update information for an event, such as the date or status:

1. Inthe “Subject Matrix”, click the respective event-item and the “Edit” icon.

View Subject: CM-TB-0004 @

& Study Subject Record
B Events

Page 1of1 | Schedule New Event

Event (Occurrence Start Date |Location Status Actions CRFs (Name, Version, Status, Updated, Actions)
Number)

V_MRI 04-1ul-2016 datm MRI_DCE Viz =]
entry
started
[ X ]
= Group

Global Subject Record
Subject Casebook

Go Back to Subject List




Subject Matrix for CTB-Biometrie-MHH ®

|15 [ ]| Show More || Select An Event [w| Add New Subject

e O

| || | Apply Filter Clear Filter

CM-TB-0001 [ X |
CM-TB-0002
CM-TB-0003 [ X |
CM-TB-0004 [ X |
CM-TE-0005 Subject: CM-TB-0004 X
Event: V_MRI
=M-TE-0008 Status:data entry
CM-TB-0007 started
i " '
Ergebnisse 1 - 7 wvon 7. S E T
Edit
B Remowve

2. The “Update Study Event” page opens. Change the date or other information.

3. Click “Submit Changes”. The “View Subject” page opens, showing the updated information
for the event.
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5 Enter data into a CRF

To view and enter data of a study event, click “View/Enter Data” in the “Subject Matrix”
(remember that events have to be scheduled first).

In the following “Enter or Validate Data for CRFs” page event information is provided in a table of all
CRFs in that study event.

Enter or Validate Data for CRFsin V_MRI @

=
Edit Study Event

Study Subject ID CM-TB-0008

Study Event V_MRI

Location MNfA

Study Subject OID 55_CMTBO00S

Start Date 21-Jul-2018

End Date/Time

Subject Event Status scheduled Enter data into CRF

Last Updated by 0
CRFs in this Study Event: \

CRF Name Version Status Initial Data Entry Double Data Entry Actions
MRI_DICE V1.2

View this Subject’s Record — J— Bdt ]

There are 3 different eCRF subtypes for the chage MRI study:

1. MRI
2. SPECT
3. Gold standard

11



5.1 MRI eCRF - Step-by-step instructions

1. After clicking the “Enter Data” icon in the actions column for that CRF, the MRI CRF opens.

MRI_DCE V1.2 &

test

v CRF Header Info

MRI-DCE...(0{42) |

Title: MRI-DCE-T

Instructions: Separate decimals with a point, nct a comma.

Tao finalize the CRF select "o Mark CRF Complete' before clicking the SAVE-Button,

CTEPH DIAGNOSIS EUROPE

Page: 0 mark crr complet= TN TID ()
Begin MRI Scan

Date ) Time (-Select.) *
Reading

Date " Time (-Select.) *

Reader (-Solect.) Ly
Adverse events, completeness and quality of examination

Alergic contrast O ves Ono™

reaction or adverse

event

Examination O Oiic™®

completed {according

to the STP)

Qudlity of the MRT O Diagnostic € Mot diagnostic

scan for diagnosis of

pulmonary embalism
Lung parenchyma or thorax changes

Lung parenchymaor () yes (O po™

thorax changes
Actionable incidental findi

Actionable incidentsl ) yoe O o™

findings present

Prior examinations used in hospital database for interpretation of DCE MRI

(Only fill in data, if prior examinations have been used !)

Enter prior examinations within a dropdown list

List of prior examinations Date of prior examination
{-Nane-) [ |
Enter other prior examinations within afree text field
Other prior examination Date of prior examination

(-None-) =
&)

Return to top O mark cre complete TN TN




2. Select study date and time of imaging from the drop-down menu.

Title: MRI-DCE-T
Instructions: Separate decrals with a point, not a comma.
To finalize the CRF select 's Mark CRF Complete’ before dicking the SAVE-Buston.

CHANGE-MRI

CTEPH DIAGNOSIS EUROPE

Page: 0 MarcCRF Corplece. IIETTED =D

Begin MRI Scan
Date [13-Jun-2018

3. Select date of reading and time of reading from the drop-down menu.
Title: MRI-DCE-T

Instructions: Saparate decmals with a point, not a comma.
To finalize the CRF select 's Mark CRF Complete’ before dicking the SAVE-Button.

CHANGE-MRI

CTEPH DIAGNOSIS EUROPE

Page: O MarkCRF Complete HIIET D T ©

Begin MRI Scan
Date [12-Jun-2018 )" Tire [eo0 [v]"
Reading
Date [13-dun-2018 E* T

4, Select the name of reader, or enter your name, if necessary.
Title: MRI-DCE-T

Instructions: Separate decimals with a point, not a comma.
To finalize the CRF select 's Mark CRF Complete’ before cicking the SAVE-Button.

CHANGE-MRI

CTEPH DIAGNOSIS EUROPE

Page: O MarkcrF Compice TN =5
Begin MRI Scan

Date [3-3un-201€ " e (EEE

) Tre |17:oo ~°

13



5. Answer all items concerning adverse events, completeness and quality of examinations.

Title: MRI-DCE-T

Instructions: Separate dedmals with 2 point, not a comme.
To finalize the CRF select 's Mark CRF Cormplete" before clicking the SAVE-Button,

CHANGE-MRI

CTEPH HAGNOSIS EUROPE

Page: O MarkoRF Corpiere (TN =TSN

Begin MRI Scan
Dat= [iz-Junz01E " Tme '
Reading
Dat= [iz-tunz0E =7 e ’

Reader [coi_Resgerst ]

and quality of examination

P
@ ves O™

Plezse spadfy allergic |
‘conkrast reaction o
adverse events

Examingtion completed () yee @ pg - Plesse comment
{=ocording to the STF)

List of completed T4 GRE triplane * {-muiti-selact-)
L

sequences (accordng | Trye FISP axial
to the 5TF] True FISP coronal
T2 HASTE axisl

Allergic contrast reaction or adverse events related to administration of contrast material?
- Examination complete? (According to the study protocol)

- Quality of Imamges (Diagnostic vs. non.diagnostic)

6. Pulmonary embolism present? (Do net select “yes” if perfusion defects seen on the scan are not

caused by emboli)

Pulmonary embo

Pumonzry embolgm (@) yes (O g (52
present

ntalsubsegmental hypoperfusion not exphined by changes in lung paremmichyme)

If you select “yes”, an illustration of the segmental anatomy of the lungs will appear, and you will

have to decide for each segment if pulmonary embolism is

- Absent (“no”)

- Segmental pulmonary embolism

14



- Subsegmental pulmonary embolism

- Orif the segment has been resected previously.

Or if the study is non diagnostic (segment cannot be scored, e.g. because of artifacts)

Fulm creary smbalism

Fulmonary o s e m*b)

emballam b egent

Segmentanatomie der Lunge

Hqhk lunq seqment:
1 o Mo FE C Seqmental o Subgeqmental o et o Mok fagnogc

Hqht lum
2

Magnostic
:GMI\-M wamant (e O Zeqmental e Subgeqmental | STFNNE & YN Diaqr'odic*
?qmu"q T e O Seqmental C Subseqmental O et © I?Idur'cmc‘
ganetrgzzament (7 vt U csaments U suosamenat T sessams T wet stscncse
R ST UL SIS S S R —
:q"uum T e O Seqmental C Subseqmental O et © I?Idur'cmc‘
:qqu R SR o Seqmental C Subasqmantal S & Dlaqnoaﬁc-‘
A ST SFTIWIL ST S IR S -
Lt bung prulem crary emballsm P ES
;T;Iw‘ T e O Seqmental o Tubpeqmental | SIS & D‘aunomc-‘
R S S L SIS S IV & T
R S S L SIS S IV & T ——
R S S L SIS S IV & T
LS SIS S PRUI oINS SRS S —
SN e O Seqmental o Subseqmental LS & I?Idur'cmc-‘
B S & Seqmental o Subseqmental LS & I?Idur'cmc-‘
B S & Seqmental o Subseqmental LS & I?Idur'cmc-‘

Suggestions how to read dynamic contrast enhanced MRI
- Read in 3D at maximum intensity projection (15mm slices MIP).

- Use subtracted images

Choose the best frame/parenchymal phase with early contrast in aorta



If hypoperfusion in a segment is uncertain utilize the other dynamic enhancement frames
over time to determine if hypoperfusion is present

Use anatomic lung map in eCRF as reminder for segment anatomy

Example of CTEPH with hypoperfused segments

16



7. Mark if you observe presence of central thrombus, webs or central to segmental vessel

occlusion.

Central thrombus

Central thrombu ® ves O Mo *
wiehs or central 62

segmental vessel
oodision present

8. Select lung and thorax changes that may be the cause for hypoperfusion. If lung parenchymal

changes are more likely to be the reason for hypoperfusion, go back to the rating of Dynamic

Contrast MRI and correct.

it of lung O amphysems * [-mukisslen-]
parenchyma or thorax O .

changes

fibrosis

[ scars

[ atelectas

O plewal effusion

O lung tumar

O infikrate/preumania

D oher

17



Example of subsegmental hypoperfusion due to bullae

9. Mark if right heart strain or pulmonary hypertension is present
- Flattened septum
- Paradox septal bouncing
- RV -—hypertrophy
- RV —dilatation
- Main pulmonary artery >30mm diameter or diameter main pulmonary artery >

diameter ascending aorta

Right heart strain or CTEPH

presant

18



10.Diagnose CTEPH if hypoperfusion and signs of right heart strain or pulmonary hypertension are

present.

CTEPH dizgnosis e O Mo

11.Enter actionable incidental findings, e.g. tumors, aneurysm...
Actionable incidental findings

Alibrﬁl:hll'lij 3 f_} Yes (:l rb}:
findings present

Artionable inddental =
findings

12. Enter prior examinations (at an earlier hospital visit) that were used for the interpretation of
MRI. DO NOT USE exams other than chest X ray from the current hospital visit! You may also use

the free-text field below.

Enter prior examinations within a dropdown list

CT pulmonary angiography l‘.]?'—Jun—ZﬂiEI- B
Enter other prior examinations within a free text field
Retum totop O varkCRF Corplece (IEN D

19



13. If you have completed the CRF, select “Mark CRF complete”.

Prior examinations used in hospital database for interpretation
{Onby fill in data, if prior examinations have been used !)

Enter prior examinations using a dropdovn list

List of prior examinations Date of prior examination

| i-Hane-) =1 I O

[ Add |
Enter other prior examinations using a free text field

Other prior examination Date of prior examination

|(-N|:une-]l | I |

[ Add |

Retum to top M Mark CRF Complerc) IESTINS TS

S —————
14. Press “Save” to finish and save.

20



5.2 SPECT eCRF - Step-by-step instructions

1. After clicking the “Enter Data” icon in the actions column for that CRF, the SPECT CRF opens.

V-SPECT V1.2 & cm-01-0014
v CRF Header Info

¥Q-SPECT (0/45)

Title: ¥Q-SPECT

Instructions: Separate decimals with a peint, not a comma,

To finalize the CRF select 'a Mark CRF Complete' before clicking the SAWE-Button,

CTEPH DIAGNOSIS EUROPE

Page; T Mark crr Compler: TSNS TR )

Begin Imaging

Drate I C'* Tirre I(—Selec‘t-) = I *

Reading

Drate I [0 Time I(—Select-) -1

Marne of WO-SPECT I [~ Belert) = I *

Readar
Adverse events, completeness and quality of examination

. *

Allerl?lc contrast [ v

reaction or adverse

event

Exarnination ™ Yes ' No* [aceording to the STF)

connplet:

Cuality of the fagr. T " E

VCRSPECT Image Driagriostic Mat diagnioztic

. *
Perfusion SPECT [ v
. *
Ventilation SPECT {0 ‘as i Mo
*

SPECTICT Cves O o

examination
Lung parenchyma or thorax changes

*

Lung parenchyrna or ™ Yes ' Mo

tharar changes

Prior inations used in hospital database for interpretation

(Only fill in data, if prior examinations have been used !)

Enter prior examinations using a dropdovwn list

List of prior examinations Date of prior examination |

[Fere = (=) =

(]
Enter other prior examinations using a free text field

Other prior examination Date of prior examination

I(-None—) I [ | B
[ Add ]

Retum ta top T Mark CRF Complere IIEETTINNND INNCETID ()

21



2.

Select study date and time of imaging from the drop-down menu.

YQ-SPECT (0)45)

Title: ¥Q-SPECT

Instructions: Separate decimals with a point, not a carmma,
To finalize the CRF select 'o Mark CRF Cornplete' befare clicking the SAWE-Button,

CHANGE-NMRI

CTEPH DIAGNOSIS EUROPE

Rage: r 3 e e —

Begin Imaging

Drate |o5-Oct-2016
Reading
Drate [-Select-] -
Marme of VQ-SPECT [[atest ="
Reader

Select date of reading and time of reading from the drop-down menu.

¥Q-SPECT (0)45)

Title: Y-SPECT

Instructions: Separate decimals with a paint, not a corma.
Tao Fnalize the CRF select 'a Matk CRF Cornplete’ before clicking the SAVE-Button,

CHANGE-MRI

CTEPH DIAGNOSIS EURGPE

Page: I Mark CRF Complere IIEETTINND IR

Begin Imaging
P
Date |os-0ct-2016 " Time 23

Reading

" Time,

Date 05-Cck-2016

22



4.

Select the name of reader, or enter your name, if necessary.
¥Q-SPECT (0)45)

Title: ¥Q-SPECT

Instructions: Separate dacimals with 2 point, net 2 cornrma,
Ta finalize the CRF select 'a Mark CRF Complete' before clicking the S&%E-Button,

CHANGE-NMR

CTEPH DIAGNOSIS EUROPE

Page: I Mark oRF Complere IESTTSNNND N=TINNN

Begin Imaging
Date [05-0ct-z016 " Tme wa

Reading

Dt |o5-0ct-2016 3" Time 1430 =|"

Mame of YO-€PECT [ Derlin, Tharsten -
Reader ( ' _I

23



Answer all items concerning adverse events, completeness and quality of examinations.

YQ-SPECT (0/45)

Title: ¥Y)-SPECT

Instructions: Separate decimals with a point, not a comma,
Ta finalize the CRF select 'o Mark CRF Complete' bafore clicking the S&VE-Button,

CHANGE-MR

CTEPH DIAGNOSIS EUROPE

Page: I Mark CRF Complete IETTT NN TN
Begin Imaging

Date [os-0ct-2016 " Time CETIE

Reading

Date [os-0ct-20186 D" Time @ ="

Marme of WQ-SPECT Detlin, Thi
Feader

5, completeness and quality of examination

Ed
o fes ® Mo

Exarnination ir

' No* [accarding to the STF)
camplete

ez

Cuality of the

o e ) E
W0-SPECT Trnage Criagnostic Mot diagnastic

Perfusion SPECT (@ . 7 "

. *
Perfusion SPECT (7 gar remas @ 99mTeHsA
Radiotracer

Mentilation SPECT @ L 0 "

\Pertilation SPECT

* )
o FamTe-DTRA o 99mTe-Tachnagas 5]
Fadiotracer

Ed
- fes o Mo
erarmination

- Allergic contrast reaction or adverse events related to administration of contrast material?
- Examination complete? (According to the study protocol)
- Quality of Imamges (Diagnostic vs. non.diagnostic)
- Perfusion SPECT performed?
o Select the radiotracer used in your institution
- Ventilation SPECT performed?
o Select the radiotracer used in your institution

- SPECT/CT performed? (as part of either ventilation or perfusion scanning or both)?

24



6. Pulmonary embolism present? (Do net select “yes” if perfusion defects seen on the scan are not

caused by emboli)

If you select “yes”, anillustration of the segmental anatomy of the lungs will appear, and you will

YQ-SPECT (0/45)

Title: ¥YQ-SPECT

Instructions: Separate decimals with a point, not a comma,
To finalize the CRF select 'a Mark CRF Cornplete’ before clicking the SAVE-Button,

CHANGE-MRI

CTEPH DIAGNOSIS EUROPE

Page: I mark crF compler: IEECNNNND TN

Begin Imaging

Date [05-0ct-z018 " Time
Reading

Date [p5-0ct-2016 )" Time
Marne of YORSPECT | Derlin, Tharsken vl*

Reader

Adverse events, completeness and quality of examination

Allergic contrast ' [N
reaction ar adwerze Ves Mo
ewvent
Examination i+ Vas I No* [according to the STF)
complete

. *
uality of the g Criagnioskic o Mat diagnostic

WO-EPECT Image

- *
Patfuzion SPECT ol Ves ' e

. #
Perfusion SPECT ) gare temas © aamTeHsa
Radiatracer

g ®
wentilation SPECT - (& 0 (7 1,
o *
'\.-'en.tllatlon SPECT € gqmTeoTRs 99mTe-Technegas

Radiotracer

*
SPEC.‘TI(.:T ® ez 8 Mo
& armination

Pulrnenary er@bolism ™ Yes {= No*

prazent

930 hd

TR

have to decide for each segment if pulmonary embolism is

Absent (“no”
Segmental pulmonary embolism

Subsegmental pulmonary embolism

Or if the segment has been resected previously.

Or if the study is non diagnostic (segment can not be scored, e.g. because of artifacts)
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Fulm creary smbalism

Fulmonary (;" e ("' W

emballam b egent

Segmentanatomie der Lunge

OEN

RAO

=
o

Rant L

Hqhk lunq seqment:
1 o

Kiqht lun
)
Efqhklunq s=qment

: o
Kqhtlung s=qment

: &
Hybklung ssqment ¢
3

Hqht lunq seqment:
= o

-
-
-
B O O
-
-

5qhk lunq seqment
. o

]

Hqhtlung gzqment
0 r Wo FE

L=t hung pum ey =mballsm { P E)

Lt lung seqment
n1 o o FE o

e lung smqment 3 ("'
Wo FE

e lung smqment 4 ("'
Wo FE

e lung smqment 3 ("'
Wo FE

et lung seqment & ¢,
o PE

teftlung sEqment & =
Mo FE

teftlung sEqment 5 =
Mo FE

s RNe RN RS TS TS

et lung aeqment 10 ¢~
Mo FE

Seqmental

Seqmental

Seqmental

Saqmental

Seqmental

Seqmental

Saqmantal

Seqmental

Saqmental

Seqmental

Seqmental

Seqmental

Seqmental

Seqmental

Seqmental

Seqmental

aTe Rile Nie Tie Rie Rie Bike

Subgeqmental

woow v W W
i 0§ § 5 i
3 3 3 3 3
SN T S S
8§ & & & &

Subgeqmental

Subgeqmental

IS TS RS TS RS B

TS RS NS TS RIS RIS RIS |

IS NS RS TR RS B

e e NS TS RIS RIS RIS |

ok Caqroac

agnostic

hot Dagnestic

Mok fagnogc

-
Mok Dagnogc

o
hot Dagnestic

Mok fagnogc

=

Wik Dagnastc

o
hot Dagnestic

o
Mok Dagnogc

o
hot Dagnestic

o
hot Dagnestic

o
hot Dagnestic

-]
Wt Claqnastc

Mok fagnogc

Mok fagnogc

o
Mok fagnogc
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Enter values for the relative distribution of perfusion and ventilation, derived from planar
imaging.

YQ-SPECT (0/45)
Title: ¥Q)-SPECT

Instructions: Separate decimals with a point, not a comma,
Ta Analize the CRF select 'a Mark CRF Camplete’ before clicking the S&WE-Buttan.

CHANGE-NMRI

CTEPH DIAGNOSIS EUROPE

Page: I Mark crF complete. TN TR
Begin Imaging
Date [05-0ct-z016 D" Time 2:30 -

Reading

Date [p5-0ct-2016 " Time 1430 ="

Marve of W0-SPECT | Derlin, Tharsten j *
Readar

Adverse events, completeness and quality of examination

Allergic contrast oy No*
reaction or adverse
ewent
Exarnination v Yes ' NO* [according to the STF)
complete

. *
uality of the o Driagriostic o Mot diagnastic

WO-SPECT Image

Perfision SPECT &t . ¢ "

; *
Perfusion SPECT {7 gor roman & samTeHsA
Radiotracer

Wentilation SPECT - @&, O NO*

. *
\.-'enltllatlon SPECT 9ImTe-D TR i« F9mTe-Technegas
Radiotracer

SPECTICT [CR o NO*
exarnination

Pulmonary embolizm

Pulmonary embolism ¢ Yes {e No*

present

Rel
Left lung 43 * (9)==Formnat: nnn Right lung

of perfusion [Planar exanination]
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8.

Select if lung parenchyma or thorax pathology is seen (only in case of SPECT/CT). If SPECT/CT

has not been performed, select “no”.

YQ-SPECT (0/45)

Title: ¥OJ-SPECT

Instructions: Separate decimals with a point, not a corma,
To finalize the CRF select 'o Mark CRF Complete’ before clicking the S&YE-Button,

CHANGE-MRI

CTEPH DIAGNOSIS EUROPE

Page: R save W Euie

Begin Inmaging

Date [05-0ct-2016 )" Time 9:30
Reading
Datz [p5-0ct-20186 )" Time

Marne of WC-SPECT | Cietlin, Tharsten ;l *

Reader

Adverse events, completeness and quality of examination

Allergic contrast el
reaction ar adwarse

event

Exarnination oy
comnplets

Cruality of the Icy

WO-SPECT Imnage

Petfusion SPECT (=

Petfusion SPECT
Radiotracer

Ventilation SPECT (&

‘fentilation SPECT
Radiotracer

SPECTCT =
examination
Pulmonary embolism

Pulmonary embolism ¢
prasent

*
ez O Mo

ver O No* (according to the STF)

*
Criagriostic 8 Mat diagrastic

*
Ri-H e Mo

*
C Q9rn-Teo-MAS 0 I Te-HEA

*
ez C Mo

*
C gmrenTea ¥9mTe-Technegas

*
RiEH C o

*
ez C Mo

Relative distribution of perfusion (Planar examination)

Left lung

43 # [9&)==Formnat: nnn Right lung

Relative distribution of ventilation (Planar examination)

Laft lung

IH * (96 ==Formnat: nnn Right lung

Lung parenchyma or thorax changes

Lung parenchyrma ar £
tharar changes

*
‘fes &« o

o7 * [9%) = =Farmnat: nnn

g5 ¥ (3%) ==Format: non

1430 w|"
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If you select “yes”, a multi-select menu will appear. Select all items you identified on the CT images.

YQ-SPECT (0/45)

Title: ¥OQ-SPECT

Instructions: Sepatate decimals with a point, not a comma,
To finalize the CRF select 'a Mark CRF Complete’ before clicking the SAVE-Button,

CHANGE-MR

CTEPH DIAGNOSIS EUROPE

Page: I mark crr complere IIECTTNNNND ORI

Begin Imaging
Date [o5-oct-z018 )" Time e

Reading

Date [05-Oct-z016 " Time 130 =
Marne of YO-SPECT | Derlin, Tharsten vl*

Reader

Adverse events, completeness and quality of examination

Allergic contrast [ o No*
reaction or adverse
event
Exarnination Iy Yes e No*(according to the STF]
comnplate

" *
Quality of the * Driagniostic e Mat diagnostic

WO-SPECT Image
. 8
Perfusion SPECT [T S

: *
Perfusion SPECT € g9t s 0 99mTetsa
Fadiotracer

Wentilation SPECT @, 0 "

\entilation SPECT

£
" o mTe-DTRA * 38mTe-Technegas
Radiatracer

#
SPEC.TI(.:T g Ves o Mo
ararnination

Pulmonary embolism

Pulmonary embalism ¢ e {= No*

present
Relative distribution of perfusion (Planar examination)

Laft lung 43 # (8] ==Formnat: nnn Right lung 57 # (96) = =F ormnat: inn

Relative distribution of ventilation [Planar examination)

Left lung

—=Formnat: nnn Right lung 53 # (96 = =F ormnat: nnn

Farenchyma or thoras changes

Lung parenchyma or  {& oo No*
tharax changes

E::;Il::l:rgna N r ernphysema [-rnulti-select-]
thorar changes r fibrasiz

r scars

r atelectasis

r pleural effusion

r lung turnar

I- infiltrate/preurnonia
Cither lung I

parenchyra or
thorax changes
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9. Select prior examinations (only if you used any)

- select type and date of prior examination used. You may also use the free-text field below.

Prior examinations used in hospital database for interpretation
(Onby fill in data, if prior examinations have been used !)

Enter prior examinations ucj ! b
S E—

Enter other prior examinations using a free text feld

— List of prier examinations Date of prior examinatiN
| (-Hane-1 =1 [ | B
.&‘ R

Other prior examination Date of prior examination
I(—Nune—} I o 0
[ Add
Retum ta top T Mk CRF Corvplers INEEETTINI I
10. If you have completed the CRF, select “Mark CRF complete”.
Prior examinations used in hospital database for interpretation
(Only fill in data, if prior examinations have been used !)
Enter prior examinations using a dropdown list
List of prior examinations Date of prior examination
[ Hone-) — O [ X |
[ Add |
Enter other prior examinations using a free text field
Other prior examination Date of prior examination
I(-Ncune-j | i | B
[ Add |
Feetum o top M s cre Cormplete [ Emit ]
S ——

1. Press “Save” to finish and save.
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5.3 Goldstandard eCRF and image data storage
The eCRF Goldstandard has to be filled in 30 — 37 days after the MRI-scan and consists of three tasks:

- pseudonymization
- image data storage
- data entry eCRF

1. Pseudonymization

In the following example we use the program “Visage” for the pseudonymization:

- Search the system for the patient (clear name)
- Choose the MRI scan and check the correct enroliment date (refer to pseudonym-list)
- Select “Anonymisierung und Schulungsdaten” by right mouse key

Datei  Ansicht  Hilfe haackcl@mhhvisage Studienliste
«o) Ansicht Zur Ansicht hinzufiigen
+ Neue Voreinstellung

7 MHHVISAGE 2 GEPACS
— ? MHHVISAGE 2 GEPACS +

Patient tersuchungsnurr | Modalitd| Bilder | 3D | Studien-/Serienbeschreibung
L] . 4 114 * Vent-Perf

+ Test, Patient 5 114 * Vent-Perf

+ Vent-Perf

+ R Institut fiir Radiologie Herz

Patient

Name Test, Patient

Geburtsdatum TT/MM/J11]

Zur Ansicht hinzufigen
D
Alle Serien nebeneinander

Datum .
Alle Phasen nebeneinander

¥ Modalitat
T MR PT Studie archivieren
CR DX MG XA C Daten senden...
n direkt senden
Andere

Felder

ANNange ninzurugen...
Untersuchungsnummer 9 9

- Replace cleared patient data by following pseudonymization data in a newly opened
function and confirm (refer to pseudonym-list)

Pseudonymization data:

Patient name subject ID of patient

Patienten-ID subject ID of patient

Patient birth set to 01.01. "real year of birth".
Exam number leave field blank, or delete entries
Study- ID Change-MRI

Study description make no changes

Study comments make no changes

Name of institute make no changes
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haackcl@mhh Export

it hinzufiigen

v | Geburtsdatum | Patienten t r i rienbeschreibung
Vent-Perf
Name Test. Patient Test, Patient 1 Vent-Perf
Vent-Perf
Geburtsdatum  TT, h 0 ° nstitut fiir Radi

Patient

D

Datum

DIC ag B r q Neuer Wert © | Alter Wert
— Patient 1
10 Patientenname
20 Patienten-ID
eber der Patienten-1D

Information about
Test, Patient

+ Modalitat

¥ Andere personenbezogene Daten entfernen ¥ Private Daten entfernen
cr MR [ PT

~ ~ Daten nicht archivieren
CR DX MG
Andere

Felder

Anonymisierung nicht gestartet.

Name der Einrichtung

Ubernehmen  Schliefen

Studienlabels

It is important to check, that all identifying patient data are completely pseudonymised or deleted.
(Check data that might be stored within an image, e.g. in the dose- report.)

Search the system for patient subject ID and check all images, especially the SPECT-data, for
identifying patient data.

Datei Hilfe haackcl@mhhy
Zur Ansicht hinzufiigen cht in neuem Tab
+ Neue Voreinstellung

- +
Suchen

~ | Geburtsdatum | Patienten-ID untel r 3D | st rienbeschreibung
1942-Jan-01 114 * Vent-Perf
1942-Jan-C i 114 * Vent-Perf
1942-Jan-01 Vent-Perf

Patient

Datum

¥ Modalitat

> Quant. Perf Analy:
cr MR BT 0 9 0 0 6 P —
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Visage is able to black identifying patient data in the images:

Datei Ansicht Protokoll

Werkzeuge  Hilfe

=26 RS RO 5 :

haackcl@mhhvisage Studienliste

Screenshot

Med. Hochschule Hannover
Nuklearmedizin Prof Bengel

138MBq99mTcTechnegas

27 ket
200128
120 s0c.

CM-01-0006 Export

GE MEDIC

Permanente Labels bearbeiten '

Labeleigenschaften

SchriftgroBe:
Bildauswahl

o Einzelbild

(alle Frames eines Multiframe-Bildes) =i aues Hicoiione

Als Standard iibernehmen Gednderte Bilder speichern  SchlieBen

Datei Ansicht Protokoll Werkzeuge Hilfe Studienliste

\ O C-®-

12 Serien

haackcl@mhhvisage
o - )
‘\ A {,’\ v A~ > ol v &,

s v V]

1Serie 2Serien 4 Serien 6 Serien 8 Serien Multiplanar ~ Multiplanar + VRT ~ Multiplanar + 3D MIP  Multiplanar + 2D MIP  Andere Serien

Vent.Perf
18.08.2016 14:00

Med. Hochschule Hannover
Nuklearmedizin Prof Bengel

Exam no: Vent-Perf
18 Aug 2016
BrightSpeed

Accession Number: CRIS4451198

Patient |D: SR

Exam Description: Vent-Perf

CM-01-0006  Export

& 6% v cem

GE MEDIC

Patient Nam:
Dosisbericht
Sories.  Tvpe Scan Range CTDlvol DLP Phantom
L (mm) (mGy)  (MGy-cm) cm
1 Helical $200.000-1201.250 0.82 35.38 Body 32
Total Exam DLP: 35.38
Attention
1/1 Permanente Labels bearbeiten (=]
Labeleigenschaften
SchriftgroBe:
Bildauswahl
Einzelbild g ®
e (élle Frlames eines Multiframe-Bildes) St et Hlidoinne
Als Standard tibernehmen Geanderte Bilder speichern ~ SchlieBen
| Dosisbericht
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2. Image data storage

If all identifying patient data are completely pseudonymised, deleted or blacked, the image data
storage can be started using Visage:

- Select MRI data by right mouse key

- Choose “Medienexport”

- Choose the folder CHANGE MRI with the correct subject ID

- Choose MRI or SPECT data storage in the hospital admission for PH workup

- select the correct folder for the image export and press “exportieren”, the data storage
starts

* | Geburtsdatum | Patienten-1D Untersuchungsnur | Modalits | Bilder 3 tudi erienbeschreibung
1942 1 CT NM 114

114

Patient

Name L " & Ansicht

lent-Perf
ht hinzufiigen Institut fiir Radiologie Herz

rien nebeneinander

Datum en nebeneinander

udie Gruppen zuw
udie Benutzern zuw

udienlabel

chutz
¥ Modalitat udie archivieren

cT MR PT
M-Daten senden...

CR DX MG -Naten direlkt sendan

Andere

Felder Anhénge hinzufiigen

Studienliste CM 6  Export

Organisieren »  Neuer Ordner
B~ Name - Enderungsdatum  Typ
B 08.07.2016 14:50 Dateiord
o sretordner Untersuchungsnurr | Modalita| Bilder | 3D | Studien-/Serienbeschreibung
08.07.2016 14:50 Dateiordner
B 114
Mc 3
& ==
.« CM-.. » Hospital admission for PH... »
&
&= Organisieren v Meuer Ordner
& P =
= = Name Anderungsdatum  Typ
=] ? | Gold-Standard CPA-CTPA 08.07.2016 14:50 Dateiordner
= 10 MRI 21092016 14:13 Dateiordner
€N | pre-existing imaging used for CTEPH dia..  03.07.201610:11 Dateiordner
~ [ — | Spect 08.07.2016 10:11 Dateiordner
c
Ordner:  CM- &
£
£
£
CR =]
Andere =
= L

Patient
Felder

Name: cm-01- 942-Jan-01

£
z

Untersuchungsnummer

- i

Tat:

Ordner: Hospital admissien for PH werkup

Name der Einrichtung Ordner auswahlen

Optionen

Sendeziel:

Exportordner: on for W /Spect  Durcl

andard Gbernehmen
Medienordner:

lieBlich r ~ Mur unkomprimierte (IHE)

Anonymisieren

Fortschritt

Dateitibertragung nicht begonnen.

andard bernehmen Export



To document the data storage and backup the information for the monitoring, enter all steps in the

sample excel sheet:

1 1

Transfer PACS Date/sig v‘ Transfer Image Bank Date/sig ~ | Imagetransfer Date /sig~ ‘ 30d pre/post MRI Date v|

K L M
Imagetransfer Date/sign

MRI MRI SPECT CT pulmonary angiography CT pulmonary angiography
10.08.2016/ch 20.07.2016/ ch 20.07.2016/ ch n.a./ch n.a./ch
26.08.2016/fs 26.08.2016/fs 26.08.2016/fs n.a./ch n.a./ch
09.09.2016/cj 09.09.2016/¢j 09.09.2016/c] n.a./c n.a.fc

/ / / / /
06.09.2016/cj 06.09.2016/cj 06.09.2016/cj n.a./cj n.a./cj
21.09.2016/cj 21.09.2016/cj 21.09.2016/cj n.a./cj n.a./cj

09.09.2016/cj 09.09.2016/cj

3. Data entry eCRF

09.09.2016/cj

n.a./cj n.a.fcj

Add a new subject, equivalent to data entry for MRI or SPECT in the eCRF.

Add New Subject
Study Subject 10: | £M-01-0006 .
Enrollment Date: | 17-Aug-2016 @-

e [ Famsle ;

irth: | 1842
Year of Birth: (rven =
“Selecl-
| ¥ GOLD STANDARD
Stugy Event: |[ASSTEN
Start Date: D,

CHANGE-NMR

CTEPH DIAGNOSIS EUROPE

Page: 0 Markecrr complete (TN TS

v

CTPA (= CT pulmonary angiography) and/or CPA (= Catheder pulmonary angiography)

CTPA examination

CTRA prasent ? O ves ® no*™
CPA examination
CPA present ? O Yes ® o

Right Heart Catheter (=RHC) results
Right heart catheter @) yes () No ™

present ?
RA l:l * (mmHg) =>Format: nn (-1 if not measured)
mPAP l:| * (mmHg) =>Format: nnn (-1 if not measured)
PAWP |:| = (mmHg) =>Format: nn (-1 if not measured)
co l:| = (Lymin) =>Format: nnn.n (-1 if not measured)
a l:| = (Lminjm2) =>Format: nn.n (-1 if not measured)
PR |:| * (dyn) =>Format: nnnn (-1 if not measured)
svo2 l:l * (%) =>Format: nn (-1 if not measured)

& min walking distance test

6 min walking O ves O o’
distance test present ?

Lung Function (=LUFU) Test

Lung function test () yas () o *
present ?

Patient history and clinical indication

Patient history andfor () yes O no*
dinical indication
present ?

Retum to top O ark crr compiet= (D C=TIEEND
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Fill in the correct clinical data from the hospital information system:

Page:

[ mark cre complet=  (ETNNND =TS

CTPA present ?

CPA examination

CPA present ?

CTPA (= CT pulmonary angiography) and/or CPA (= Catheder pulmonary angiography)
CTPA examination

O ves @ o™

£ LSS VSIS IS US AN DS LS ISis LGS LUS Ul
3. Konsolidierungen und Infiltrate im rechten Mittellappen betont (ggf. CT-Thorax in diinnen Schichten im
Venauf empfohlen zur genaueren Abkldrung), DD initiale periphere Fibrosierung

2B RFUEHNER i 201608 19GEYPIOR

Seite 3von 6

present ?
RA
mPAP

PAWP

Right heart catheter

Right Heart Catheter (=RHC) results

Yes U No

|4_ * (mmHg) =>Format: nn (-1 if not measured)
[23~ * (mmHg) =>Format: nnn (-1 if not measured)
lﬁ_ * (mmHg) =>Format: nn (-1 if not measured)
IT * (Lfmin) =>Format: nnn.n (-1 if not measured)
|T # (Lfmin/m2) =>Format: nn.n (-1 if not measured)
W * (dyn) =>Format: nnnn (-1 if not measured)

= (%) =>Format: nn (-1 if not measured)

Test, Patient

20.082016

Rechtsherzkatheteruntersuchung vom 19.08.2016 - 10:00 vom 19.08.2016

Hamodynamik

Lokalanésthesie mit 5ml Procain 2%. Keine Sedierung.

02 0 I/min, RA 4 mm Hg, PAPm 23 mm Hg, PAPsyst 41 mm Hg. PAPdiast 13 mm Hg, PAWP 11 mm
Hg, TPG 12 mmHg, DPG 2 mm Hg, CO 4,3 limin, C1 2,2 l/min/m2, SV 84 ml, SVR 1524 dyn, SVR 19,1
WU, PVR 223 dyn, PVR 2,8 WU, Pa02 72 Tom, Sa02 96 %, SvO2 70 %.

Bemerkungen
Problem- und komplikationsloser Untersuchungsverauf. Sonographisch gesteuerte Punktion des
Gefales.

Beurteilung
Keine signifikante pulmonale Hypertonie. Erniedrigtes Herzzeitvolumen.

TTE vom 19.08.2016

&€ min walking

—

6 min walking distance test

distance test present ?

Lung Function (=LUFU) Test

& min walking

distance

€ min walking

Yes O No™

l:l # (m) (1-900m) =>Format: nnnn

distance test present ?

present ?
TLC pred.
FVC pred.
FEV1 pred.
FEVL/FVC

DLCO pred.

present ?

Lung Function (=LUFU) Test

Lung function test

PETC THSTOry SN ClniCal ITOICaTion

Patient history and/or () yes O No™
chinical indication

ves O no™
77 * (%) (25-160%) =>Format: nnn (-1 if not measured)

87 * (%) =>Format: nnn (-1 if not measured)
85 * (%) (>70%) =>Format: nnn (-1 if not measured)
81 * (%) (30-100%) =>Format: nnn (-1 if not measured)

356 * (%) (20-99%) =>Format: nnn (-1 if not measured)

O wark crr compier (TSN GNENNET,,

ng:

: Gute systolische linksventrikuldre Funktion.

Gute systolische rechtsventrikuldre Funktion TAPSE 21 mm.

Hinweis auf diastolische Dysfunktion.

Leichte Aortenklappenstenose.

Leichte Mitralklappeninsuffizienz.

Kein Perikarderguss.

: Echokardiographisch kein sicherer Hinweis auf pulmonale Hypertonie (PAP syst. ca. 33 mmHg +
ZVD, fehlende Zeichen der Rechtsherzbelastung).

NoaR@NSN

Untersuchungsbefunde:
PNE Lungenfunktion vom 18.08.2016
Bodyplethys mographie

VCmax 2,54 |, 87% vom Soll
FEV1 2,061, 88% vom Soll
FEV1NCmax 81 %
MEF25-75 80% vom Soll
‘sRAWtot 47% vom Soll
TLC-B 4,261, 77% vom Soll
RV-B 1,72 |, 76% vom Soll
RVITLC-B 40 %

Diffusionskapazitat

TLC-He 3,64 |, 66% vom Soll

TLCO 2,71 mmoliminkPa, 36% vom Sol
KCO 0,78 mmol/min/kPall, 55% vom Soll

Nuklearmed. Bef vom 18.08.2016

Fragestellung:

Ausschluss/Nachweis einer (chronisch-rezidivierenden) Lungenarterienembolie als Ursache flr eine
pulmonale Hypertonie (PAH).

Befund:

Keine Voruntersuchung vorliegend.

Ventilationsszintigraphie:

Die Seitenanteile am ventilierten Gasvolumen betragen im geometrischen Mittel links 42%, rechts 58%.
Fa 7aint sich sine N inn nlanar ahne unn /

Pay attention to the different nomenclature between english (eCRF) and german (hospital
information system):

Lung function:

eCRF:

hospital information system

TLC pred

TLC-B

FVC pred.

VCmax

FEV1 pred.

FEV1

FEV1/FVC

FEV1/VCmax

DLCO pred.

TLCO

Right heart catheter:

eCRF:

hospital information system

mPAP

PAPmM

PVR *(dyn)

PVR“Wert“dyn

Finish the data entry with “Save” button, don't use the ,Mark CRF Complete” checkbox.
This function is used later, after the values have been checked by our biometrics.
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5.4 Follow_Up6Months eCRF

The FUP6M eCRF (6 months Follow up) has to be filled in at the period of 6 to 12 months
after the MRI Scan. The earliest begin of data entry, should be started 6 months after the
MRI Scan. If no data is entered after 7 months, a query will be sent as reminder.

As soon as all necessary data are available, the entry into the eCRF should be made once.

For the eCRF data entry, select the “V_FUP6M” Event at the added patients.
Use the right patient ID and choose “schedule” to get to the FUP eCRF:

Subject Matrix for CO1-BREATH-Hannover ®

cm-01-0065

cm-01-0068

cm-01-0059

cm-01-0070

cm-01-0071

cm-01-0072

cm-01-0073

cm-01-0077

15- Show More || Select An Event

V Add Mew Subject

e

Subject: cm-01-0068 X
Event: V_FUP&M
Status:not scheduled

Schedule

Apply Filter Clear Filter

™ 2
]|
a .

&
2
2
=2
] ]|

Ergebnisse 46 - 53 von 53.

Check the right event and the date of the data entry (actual date is automatically deposited),
continue with “proceed to enter data” and enter the valid data:

* indicates required field.

Schedule Study Event for cm-01-0068 @

® Schedule Another Event:
® Schedule Another Event:

(optional)
(optional)
@ Schedule Another Event: (optional)

@ Schedule Another Event: (optional)

Study Subject ID: €m-01-0068
Study Event Definition: | V_FUP&M (Nen-repeating) l,
Start Date/Time: | 26-Feb-2019 . (DM
o]
End Date/Time: . (OD-MMMT

Leave this field blank if the end date/time is not applicable.

AT T —

Enter or Validate Data for CRFs in V_FUP6M @

Study Subject 1D
Study Event
Location

Study Subject OID

Edit Study Event
m-01-0069
V_FUPGM
N/A
55_CMD10069_1077

Start Date

End Date/Time
Subject Event Status
Last Updated by

CRFs in this Study Event:
CRF Name

26-Feb-2019

scheduled
Y]

FallovwiUp_6Months

Version Status __ Initial Data Elll: Double Data Enla
V1.2 v

View this Subject's Record [ Eat

[Vorkflow -

Study Event
Overview

Data Entry Mark Event CRF Complete
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The eCRF consists of six items to be entered:

e CTPA (= CT pulmonary angiography) examination must be entered only, if a CTPA

examination has been performed within 1 to 12 months after MRI scan and no CTPA is

entered within the Gold-standard eCRF.

e CPA (= Catheter pulmonary angiography) examination must be entered only, if a CPA

examination has been performed within 1 to 12 months after MRI scan and no CPA is

entered within the Gold-standard eCRF.

e Right Heart Catheter (=RHC) results should be entered, if the examination has been
performed within 1 to 12 months after MRI scan.

e Final Clinical Diagnosis this item contains the latest available clinical diagnosis, which may

be CTEPH, Pulmonary Hypertension (incl. classification) or other diagnosis.

FOLLOW_...[15/33)

Title: Within 6 to 12 months post MRI

Subtitle: If there are several exams always enter the exam dosest to the MRI date

Instructions: Separate decmals with a point, not a comma.

To finalize the CRF select 'z Mark CRF Complete’ before dicking the SAVE-Button,

CHANGE-MRI

CTEPH DIAGNOSIS EUROPE

CTPA (= CT pulmonary angiography) examination

CTPAupto 30days () yeg @ Mo ™
post MRI entered in
CRF ?

CTPA 1to 12months @ yeg @ o *
post MRI present ?

Page: ] Mark CRF Compicte TN "D

Date 15-1an-2019
Pulmonary embolism @ pe @ g PE @ Mot Diagnostic ~
(=PE) detected ?

CPA (= Catheter pulmonary angiography) examination

CPA up to 30 days @ ves © Mot
post MAI entered in
CRF?

Right Heart Catheter (=RHC) results

Right heart catheter @) yog @ po ™
within 1 to 12 months
post MRI present ?

—

Final Clinical Diagnosis

CTEPH diagnosis ? @ ves @ Mo

=>» For the final clinical diagnosis, use the most recent medical report, if available.
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e CTEPH Treatment this item must be entered, if the final diagnosis is CTEPH. It may contain
Drug treatment, treatment endarterectomy or treatment ballon angioplasty
o Did the patient die within 12 months post MRI? If possible enter date and cause of death.

EPH Treatment \
Drug freatment ? @ ves @ o © Unknown ”
Name of the Drug(s) |2 * (if more than one, please separate names by ',
or enter '?* if unknown)

Treatment @ ves © Mo D Unknown :E:
endarterectomy ?
Date of 04-Feb-2019
endarterectomy

Treatment ballon © ves @ Mo D Unknown :E:
angioplasty ?

(Eﬁ:l the patient die ? \

Did the patient die @ ves © Mo © Unknown
within 12 manths post

MRI?
Date of death 27-Feb-2019
Cause of death 2 * (enter '?" if unknown)

O Mark crF compier- SN CETIND

If pseudonymised (see 5.3 part 1: Pseudonymization) image data are entered and present, they
should be stored within the sites SFTP area in folder ...\Follow-up 6-12-months\Gold-Standard CPA-
CTPA\CTPA (Computed Tomography Pulmonalis Angiography) or in ...\Follow-up 6-12-
months\Gold-Standard CPA-CTPA\CPA (catheter pulmonary angiography).

Finish the data entry with “Save” button, don't use the ,Mark CRF Complete” checkbox.
This function is used later, after the values have been checked by our biometrics.

6 OpenClinica error messages

After clicking the “SAVE” button OpenClinica performs validation/plausibility/format checks to
ensure data integrity. For each failed check OpenClinica displays an error message which may be
used as a link to the respective item of the CRF (marked by one or two bold red exclamation marks).
These issues have to be solved before the CRF data can be saved to the database. In the following
chapters error messages are listed and solutions are provided.
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6.1 Error: Missing data in a required field
This error message occurs, if a required (see asterix * right beside the item) data field is empty. The

problem may be solved by entering data for the item.

¥ (CRF Header Info Error message

There are issue(s) with your submissi he data has NOT been saved. See below for details.

» [Missing data in a required field.]

MRI-DCE...(0/42)

Title: MRI-DCE-T

Instructions: Separate dedmals with a point, not a comma.
To finalize the CRF select 'z Mark CRF Complete’ before dicking the SAVE-Button.

CHANGE-MRI

CTEPH DIAGMOSIS EURCPE

Page: [ wark crr complete (T INNNND TN

Begin MRI Scan

bate 21-Jul-2016 &)+ Tme =00 -
Reading

bate 21-Jul-2016 E)* Tme 730 b
Reader C02_Reader#l - |

Adverse events, com of examination

—— Location of the Problem

reaction or a
event

6.2 Error: Only provide if ....
This error message occurs, if the previous saved version of the CRF contains data for an additional
inserted item, but the cause for the insertion of the additional item in the current version of the CRF

has been dropped out.

E.g. in the previous saved CRF version an allergic contrast reaction “skin eruption” has been entered
and in the current CRF version only the radio button for “Allergic contrast reaction” has been
switched from “Yes” to “No” but the text field still contains “skin erythema”. To solve this class of
problems, the odd item must be cleared. The method of how to clear an item depends on the type
of the item:

e Text fields: Delete the entered text
e Checkboxes: Deselect all checkboxes
e Single- or multiselect dropfields: Deselect all items by <CTRL>+<SPACE>
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e Radio buttons: Using the blue “UNDO"” button right beside the item

MRI_DCE V1.2 & CM-TB-0008
¥ (RF Header Info

There are issue(s) with your submission. The data has NOT been saved. See below for details.

» [Only provide if allergic reaction or AF]

MRI-DCE...[12/42)
Title: MRI-DCE-T

Instructions: Separate dedmals with a point, not a comma.
To finalize the CRF select 'oc Mark CRF Complete' before dicking the SAVE-Button,

Page: C1 Mark crF compiet= (T D CETID

Begin MRI Scan

Date 21-Jul-2016 =) Tme 5.00 b
Reading

Date 21-Jul-2016 =) Tme 7:30 -
Reader C0Z2_Readers - |¥

Adverse events, completeness and quality of examination

Allergic contrast ) e @ Mo
reaction or adverse
event

Flease spedify allergic ! ‘ skin erythema
contrast reaction or

adverse events

6.3 Message: MRI/SPECT PE=... has been entered! Please click “SAVE” again...

This kind of messages may occur only in MRI or SPECT CRFs. The cause for the message is a technical
hint of OpenClinica to allow sending an Email to the Change-MRI Email daemon to allow in-place
diagnostic. To solve the problem just click “SAVE” again.
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6.4 Error: Input exceeds required width=...

This error message is caused by the OpenClinica format check for numerical input data, ife.g. a
numerical input field is limited to 2 digits (format: nn), but the entered data format was 4 digits
(=1000). To solve the problem, the entered data must be adjusted to fit the specified format
definitions.

Right Heart Catheter (=RHC) results

Right heart catheter @ yeq Mo
within 1 to & months
post MRI present ?

RA ! 1000 | (mmHg) ==Format: nn (-1if not measured)

mPAP 678 * {mmHa) =:=Format: nnn (-1 if not measured)

6.5 Error: The input you provided is not an integer., Input exceeds required width-=....
This error message is caused by the OpenClinica format check for numerical input data, if e.g. text is
entered instead of a numerical value. To solve the problem, the entered data must be adjusted to a
numerical value (e.g. -1, if not present).

Right Heart Catheter (=RHC) results

Right heart catheter @) y.gq Mo
within 1 to & months
post MRI present ?

RA 1 |:| * (mmHg) ==Format: nn (-1 if not measured)

mPAP 678 * {mmHg) ==Format: nnn {-1if not measured)

6.6 Error: CRF Unavailable

OpenClinica prevents that more than one user enter data at the same time in one CRF. If you try to
enter data during another user is already entering data OpenClinica will not show you the CRF but
instead display a message that the CRF is unavailable. The message will also indicate the user
currently editing the CRF. When the other user exits the CRF, you will be able to edit it.

7. Uploading of files to the SFTP area (Central pooling)

7.1 Introduction

Before a procedure is initiated please read carefully the instructions for every step of the procedure.

This SOP is intended for the data entry user of the CHANGE-MRI study. It describes the procedure for
uploading of DICOM data files for central reviewing (e.g. MRI or SPECT). Additional modalities can
be included if necessary. IMORTANT: All the files must be pseudonymised and identified with the
correct patient identification number before the files can be uploaded. See the respective SOPs for
Pseudonymisation provided b by the Study Centre in Hannover.
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7.2 What is needed for secure FTP-Uploading of files?

The suggestion is to use the “FileZilla” client that is a free SFTP tool. Of course you can use any other
efficient secure file transfer (sFTP) tool. In the following description you find information for
downloading, installing, configuring and using the “FileZilla” tool.

Procedure

1.1. Download of Filezilla
Go to the following internet site and download the client setup file for the tool (note that
an internet site might be available in your language of origin for your country):
https://filezilla-project.org/
Load down a current version. ( We did it with FileZilla_3.9.0.3_win32-setup.exe)

1.2. Installation
Administrative privileges are required. Double click the setup file and follow the install
instructions.

1.3. Application for a user account at the FTP-Server for CHANGE-MRI
An application form is provided. After you received your account data you are able to

configure the FileZilla tool

1.4. Configuration
After start of FileZilla got to File = Site Manager.

You will get the needed information by application data:
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Customize according for New Site = , Host 2, Port =, and User 2>

Servermanager

Eintrag auswshlen:

x|

Allgernein IErweitert I Transfer-Einstellungen | Zeichensatz

J Eigene Server N\
- Change MRI_DICOM_22 Server: | 193.174.105.82 Port: | 10022
|
§ Eeneic e Protokoll: ISI—‘I‘P - S5H File Transfer Protocol j
Customize the server
: connect with ....
Verbindungsart: |gnEl i
Benutzer: | sfuhoo
Passwort: [sesses —_
e | [~ —  Will be provided with
Kommentare: your user appllcatlon
Meuer Server | Meues Verzeichnis | _I
Meues Lesezeichen | Umbenennen | _I
Laschen | Kopieren |
Verbinden oK | Abbrechen |
=]
Save the customization with OK.
1.5. Use of FileZilla for file uploading
After successful customising start the session
File = Site Manger = select your site.
Here an example server connect is used
Site Manager x|
Select Entry: -
General |Aduanced | Transfer Settings I Charsetl
| § My Sites
L. EZE Host: |193.174.105.82 Part: | 10022
Protocol: ISFI'P - 55H File Transfer Protocol ;I
Logon Type: IInteractive ;I
User: JsPxba410
Password: I
Account: I
Comments:
Mew Site | Mew Folder | ;I
Mew Bookmark | Rename |
Delete | Duplicate | _I
Connect | OK | Cancel

Connect and enter your password

Enter password x|

Please enter a passward for this server:
Host: 193.174,105.82: 10022
User: sfxb8410

Password: I [
v Remember password for this session

0K | Cancel
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Then you will find a similar situation (e.g. centre 2 here) as shown in the next picture.

=z Change_MRI_DICOM_Z32 - sftp:/[<fxh8220@193.174.105.82:10022 - FileZilla

Datei Bearbeiten Ansicht Transfer Server Lesezeichen Hilfe

HEEEEEEY T s
Server: Benutzername: I Passwort: Port: I IE
(]

Befehl:
Status: Listing directory /CM-02-0042/
Status: Anzeigen des Verzeichnisinhalts abgeschlossen

Lokal: | D:Voes

+| | server: |fcr~443243042
e (= l.l'

. _Vorlage

CM-02-0001
= CM-02-0002

?. Follow-up 6-12-months

i — = Hospital admission for PH workup
Bl [ sw + Gold-5tandard CPA-CTPA
----- . System Volume Information MRI
- |, tmp - pre-existing imaging used for CTEPH diagnosis

MRI

2016-07-20-001
) Spect
' 2016-08-,

frul

- Spect

4
I 1 M) 7 CM-02-0003
Dateiname = | Dateigréfie I Dateityp I ..... 2 CM-02-0004
| 2 CM-02-0005
J MRI Dateiordner || i 2 CM-02-0008
| Spect Dateiordner | i ? CM-02-0007
----- 2 CM-02-0008
----- ? CM-D2-0003
""" ? CM-02-0010
""" ? CM-02-0011
----- ? CM-02-0012
----- 2 CM-02-0013
----- ? CM-02-0014
----- ? CM-02-0015
""" ? CM-02-0018
""" ? CM-02-0017
----- ? CM-02-0018

On the(left-hand sideyou can find your local site with local and network drives.
Please create here a similar local directory structure as on the remote site already is prepared. See
the arrow above

On the right-hand side you can see the Remote file system on the SFTP-Server in Hannover.

Each study site has on the SFTP-Server a directory tree similar to what is shown in the picture above
on the right side. If you are a member of site 2 you only can access the site specific sFTp area for
centre 2. If you want to upload files for patient CM-02-002 go the respective directory. There you
will find a prepared directory structure with sub folders ‘Follow-up 6-12-months’, ‘Hospital

admission for PH workup’ on the

It is recommend creating a similar directory tree on your local computer where you can collect the
files up to the next upload. You can copy the e.g. MRI scanning ‘2016-07-20-001’ from MRI per drag
and drop from your local MRI directory to the remote sftp area .

Please assure yourself, that ALL FILES ARE ANONYMISED AND PROVIDED WITH THE CHANGE-MRI
PATIENT-ID (CM-Site-No-Patient-No: e. g. CM-02-045).
Just so the files are able to be linked to the associated patient!
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Copy from local to Remote:

D:Vocal_fold_change_mri\

Server: | /CM-02-0042

ocal_fold_change_mri

| 2016-07-20-001_
|, Spect =
#- J. 2016-08-26-001
SAS-HelP-Frab
) SW
System Volume Information
tmp

=

N/

- ), _Vorlage
- . CM-02-0001
= CM-02-0002

2 Follow-up 6-12-months
Hospital admission for PH workup
- Gold-Standard CPA-CTPA
=0 MRI
pre-existing imaging used for CTEPH diagnosis
, Spect

Server: | /cM-02-0042

Lokal: | D:Vocal_fold_change_mri\
=

ocal_fold_change_mri
, MRI
# 2016-07-20-001
|, Spect
#- ). 2016-08-26-001~ _
| SAS-HelPFrab
SW
System Volume Information
tmp

B8/

#- J _Vorlage

#- 4, CM-02-0001

= CM-02-0002

2 Follow-up 6-12-months
[=]- |, Hospital admission for PH workup
| Gold-Standard CPA-CTPA
MRI

| pre-existing imaging used for CTEPH diagnosis
) Spect

A

Mark the files in the left side of the browser, press the left mouse button and drag the files to the

destination folder on the remote site.

In Append you can find the ‘Application for a secure FTP-Account’, at most two accounts in different
sftp areas are available for one site. Only one account (one user & password combination) is

available for one sftp area.

Version Author(s)

Dat

e Changes Approved by

1.0

1.1
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Application for a secure FTP-Account

Application for a secure FTP-Account
Hereby, the Change-MR] clinical CeniTe ..o e mcaaneneees [STHOIE R8ME o Clinical centre) applies for a site-spedfic account to access the area of the file pooling
secure FTP server to which image files (and ISFs, TIFs) within the Change-MRI project should be uploaded. Single FTP-Account per modality | MRIfVOSpect) per

site.

The following |:M!r5|::-n1 will be responsible for this account and  enswre clinical and account data secwrity and  confidentiality.

0 | ; ised bt oadi

Modality First name Last name Profession Email address Signature
1 MRI

2 VOSpect

Cete, piace and signeture of spplicant 1 Dwyte, place and signature of applicant 1

Please email the signed and scanned form to Change-MRI-DM&mh-hannover de. You and the individuals will then be provided with login details and the required
information.

“This must be a known person to the Change-MR| management

Version 1.00 16.06.2016 Change-MRH14.0430)_Application_SFTF_Account_Finall6.06.16. Goox
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