NHS

Oxford University Hospitals

NHS Foundation Trust

Data collection User Guide for the UK-wide myeloma
outcome study of belantamab mafodotin

(Dr Faouzi Djebbari and Dr Grant Vallance)
Oxford University Hospitals NHS Foundation Trust
December 2021




Data collection from each of the different participating centres
requires registering each patient on the portal, then collecting
data electronically:

Step 1: patient registration followed by baseline patient and
disease characteristics data, and baseline ocular assessment

Step 2: data entry for the following sections:
-Belantamab treatment

-Belantamab toxicity

-Ophthalmology follow ups

-Subsequent treatment

-Survival data and follow up

This guide will show you step-by-step how to enter data



Logging into the data collection portal
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Subject Matrix List to register patient and enter data

% L Iv https: //belantamab. myeloma-research, org. uk /test MainMenu pj@ “__}| .. OpenClinica X |_|

Belantamab Real-world (proj_m

) | Change Study/Sit2 fdjebbari

nager) en | Log Out

OpenClinica

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

Alerts & Messages -~

w - Welcome to Belar™igab Real-world @
‘elcome to OpenClinica,

Faouzi Djebbari. You last Notes & Discrepancies Assigned
logged in on 11-Nov-

2021.
Subject Enrollment By Site Subject Enrollment For Study
s
Instructions - oOxford 0 20
If needed you may change
the studysite or request

Study Progress Sub tatus Count
access to 8 new study with a

different role, Event Status # of Events Study Subject Status | # of Study > <ects
scheduled 0 available

Other Info = .
data entry started 0 signed 0

Study: Belantamab Real-

world completed 0 removed 0
s )

Start Date: 29-5ep-2021
locked 0

End Date: NfA skipped 0

PI: Faouzi Diebbari stopped 0

Protocol Verification/IRB
Approval Date:

On the front home page
Select Subject Matrix

Icon Key -
Statuses
Not Started
B scheduied
g Debenty
Started
@ Stopped
B sope
Completed
signed
B Locked
Invalid
Actions
“ View
Edt
n Remove
[ J—-



Registering a New Subject to start registration

OpenClinica - Internet Explorer [_ [
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Registering a New Subject to start registration and data entry

enClinica - Internet Explorer

nab.myeloma-esearch, org.uk =t/

Add New Subject
Study Subject 1D:

Person 1D:

Enrollment Date:

Date of Birth:

Study Event; | Registration

Start Date:

8] % L opentina

Enter allocated subject ID. The subject
ID must be anonymous with no patient
identifiable information. It is usually a 3
letter word for your hospital (e.g.
Oxford is OXF), followed by a number
for each patient, e.g. OXF-1, OXF-2, etc.

Your 3 letter centre name is provided

to you with your username and
password for this database

Select “Registration” option

Enrolment date is the date of
registration onto the database (i.e.
today’s date) . Select “registration”
for study event. Start date is also
the date of registration onto the
database (i.e. today’s date). Click
add




@: |® IV https: //belantamab. myeloma-esearch, org.uk /t=st/AddNenSubject
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The Subject with unique
identifier 'Test001' was
created successfully.

Entering Subject Baseline Patient Characteristics
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Once you have registered a
subject as per previous slide, it
will take you directly onto this
baseline patient characteristics
page. Click on the “enter data”
tab



Entering Subject Baseline Patient Characteristics (diagnosis date and PS)

Open{llmca]mtlalbata Entry - Internet Explorer AEE
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Once the form has been completed, click “save” to save data you entered

You will then be moved to the co-morbidities section of Baseline Patient
characteristics



Entering Subject Baseline Patient Characteristics (co-morbidities)

e OpenClinica Initial Data Entry - Internet Explorer
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Page:
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Pulmonary Disease:

Connective Tissug Se\sn'. L
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Peptic Ulcer Disease:| Se\sn'. ¥ Any history of treatment for ulcer disease or history of ulcer bleeding
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1o [Selecte] M
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Charlson Score: ]

Charlson Category: Se\et'. o

Once the form has been completed, click “save” to save data you entered. You will then be moved to the
lab data section of Baseline Patient characteristics



Entering Subject Baseline Patient Characteristics (lab data)

,éDpenCIinica Initial Data Entry - Internet Explorer [_[5]
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Lab (0/2) -~ Select to Jump -

Title: Lab
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Once the form has been completed, click save to be moved to eye history tab



Entering Subject Baseline Patient Characteristics (eye history)

,éOpenCIinica Initial Data Entry - Internet Explorer [_ |5
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Eye His...{0/4) — Select to Jump —
Title: Eye History

Page: Mark CRF Complete
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Mark CRF Complete

( Eye history at baseline, prior to starting
belantamab

Once the form has been completed, tick the box “mark CRF as complete” then
click save to be move on to next section (ocular assessments)

Both steps are very important especially marking CRF as complete.



Entering Subject Baseline Ocular assessments
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Click here to start entering baseline
ocular assessments




Entering Subject Ocular Assessments data

6 OpenClinica Initial Data Entry - Internet Explorer
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All this data is usually provided by
ophthalmology team from their review,
and from ocular assessment worksheet

Once the form has been completed, tick the box “mark CRF as complete” then
click save to be moved to baseline disease characteristics

Both steps are very important especially marking CRF as complete.
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Entering Subject Baseline Disease characteristics
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Entering Subject Baseline Disease Characteristics (Disease)

Opencllmca Initial Data Entry - Internet Explorer
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Page:
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A

( Baseline disease data just
prior to starting belantamab

Once the form has been completed, click “save” to save data you entered

You will then be moved to the lab data section of Baseline Disease
characteristics



Entering Subject Baseline Disease Characteristics (lab data)
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Page:
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Once the form has been completed, click “save” to save data you entered

You will then be moved to the cytogenetics section of Baseline Disease
characteristics



Entering Subject Baseline Disease Characteristics (Cytogenetics)
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Cytogen...(0/5) — Select to Jump -
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Page:
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 CYIORENEE [ gy
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] del{17p) . . .
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[ gl 13
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Once the form has been completed, click “save” to save data you entered

You will then be moved to ISS and R-ISS section of Baseline Disease
characteristics



Entering Subject Baseline Disease Characteristics (Staging)

Your data has been saved. You can continue entering/editing data now or return at a later time.

Staging (0/2) — Select o Jump —
Title: Staging
Page:

Staging

You can calculate R-1SS staging via: hitps://www.mdcalc.com/revised-multiple-myeloma-international-staging-system-r-iss

s s Sge T ] ™ < Staging based on data
— collected, use link provided
IS5 Staglr; 1]

to stage ISS and R-ISS

Once the form has been completed, click “save” to save data you entered

You will then be moved to symptoms section of Baseline Disease
characteristics




Entering Subject Baseline Disease Characteristics (Symptoms)

,éDpenCIinm Initial Data Entry - Internet Explorer
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Your data has been saved. You can continue entering/editing data now or return at a later time.

— Select to Jump —

Symptoms (0/2)

Title: Symptoms

]

Page: Mark CRF Complete

Symptoms at time of starting belantamab ( Sym ptomS just prior to
Fato[Yes [V ™ starting belantamab
=air? o

Mark CRF Complete

Once the form has been completed, tick “mark CRF as complete” then
click save data you entered. This complete baseline disease data entry

You will then be moved to symptoms section of Baseline Disease
characteristics
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Click on subject matrix to start accessing treatment data platform
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Leave end date blank, and click “Procced to
Enter Data” to start entering treatment data
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Click on this folder to start entering
belantamab treatment data




Belantamab Treatment data (dosing and response)

,_éOpenCIillica Initial Data Entry - Internet Explorer [_ 7]

tefin ,Oj s OpenClinica Initial Data Entry % | {0} g fed

b.myeloma-research, org.uk /t=st/Ir

— Select to Jump —
Belanta...(0/20) Select to Jump
Title: Belantanab

Page:

Belanatanal

ftanzb St 33 Nov-2020 P

Date:

nab End Date: [07-Nov-2021 W If treatment is ongoing, leave blank
Bgfntanab Number of 14 ]

Cycles Received:

Bel

nab Dosing

Preservative-free[Yag . o

Eyedrops:

Cooling Eye ‘4ask: ]
e L Enter all data where

Stutng 0= [T Emgrigl) ™ ( applicable and provide
Dose et Vg ] ® additional info where
New (reducet) Do [T gty 9] ™ permitted on the form

New (reduced) Dose|reduced due to G3 keratopathy ]
Comment:

Reduction in| Other . o

Frequency?

Reduction Reason: [g-weelkly fo

Prophylaxis

PCP Prophylais?: [ Yag . ]
Antiviral Prophylais?: [ Yeg . ]
Fungal Prophylaxis?: [ Yeg . ]

Best response achieved to date

Once complete, click save

This will take you to “prior treatments” section



Prior Treatments data

4-Proj-MMY-98-Belantamab-Treatment 0.1 & Test002
¥ CRF Header Info

Your data has been saved. You can continue entering/editing data now or return at a later time.

Belanta...(20/20) Prior T...[0/8) || Prior T...(0/1 » | —Selectto Jump —

Title: Prior Treatment

Fage: TS ETEES &

Prior Treatment

Prior Treatment Treatment Line Number: Treatment Line Description: Treatment Date Start: Treatment Date End: Number of Cydes: Best Response: Relapse Date:

[VCD x6 to VGER

VCD i L] [02-Nov-2015 # |[02-Feb-2016 P |5 P/ [VePR s [29-Nov-2017 ]
)
CTDa x5 to ER
[cTDa [30Nov-2017 P |[07-May-2018 5 P/[PR s [11-Nov-2018 ]
)
[ Add |

Enter prior lines of therapy by name and details, starting from 15t line
therapy, to 2" to 3" etc, in chronological order, click add to add more lines

Once complete, click save

This will take you to “prior transplant” section



Prior Transplant data

,éDpenCIinm Initial Data Entry - Internet Explorer

@. . I https://belantamab. myeloma-research, org.uk/test /InitizDataEntry ,Oj 4 OpenClinica Initial Data Entry %

Your data has been saved. You can continue entering/editing data now or return at a later time.

Title: Prior Treatment

Pags: Mark CRF Complete

Jrinr'rariplént?l\(es . ]

Mark CRF Complete

A

Prior T...{0/1) - Select to Jump -

<€
A

There is only 1 data item in this section

Once the form has been completed, tick “mark CRF as complete” then click
save data you entered. This complete treatment data entry

You will then be moved to choose treatment toxicity folder



ica - Internet Explorer

v IV https: //belantamab. myeloma-research. org.uk/test /InitizDataEntry pj@ “?l \. OpenClinica

OpenClinica

& Community Edition

Alerts & Messages

Your data has been saved
and the CRF was marked

complete.

Instructions

Info

Study Events
Study Events: (2)

O Registratio
n

[ Data Entry

'@ 4-Proj-MMY-38
-IsaPomDex-
Treatment 0.1

5-Proj-MMY-
98-Treatments-
Toxicity
6-Proj-MMY-
98-0pthalmology
-Follow-ups
7-Proj-MMY-
98-Subsequent-
Treatments

8-Proj-MMY-
98-Survival-Data

Belantamab Real-world (proj_mm

dy/Site

| Subject Matrix | Notes & Discrepandes | Study Audit Log | Tasks »

Enter or Validate Data for CRFs in Data Entry ®

o]
- Edit

Study Subject 1D Test001

Study Event Data Entry

Location N/A ]
Study Subject OID 55_TESTO01

Start Date 11-Nov-2021 fo
End Date/Time ]
Subject Event Status data entry started

Last Updated by fdjebbari (12-Nov-2021)

CRFs in this Study Event:
CRF Name Version |Status Initial Data Entry Double Data Entry Actions
5-Proj-MMY-98-Treatments-Toxicity 01

6-Proj-MMY-98-Opthalmology-Follow-ups 0.1
7-Proj-MMY-28-Subssquent-Treatments 0.1

8-Proj-MMY-98-Survival-Data

4-Proj-MMY-98-IsaPomDex-Treatment 0.1 fdjebbari nfa

View ths Subjects Record — I bt

Workflow -

Study Event
Overview

| @ OpenClinica, LLC and collaborators. The OpenClinica software for dinical research is provided AS IS,
without wanantv Licensed under LGPLv2.1, you can redistribute it andfor modify it under the terms of

version 2.1 as published by the Free Software Foundation.

ark of OpenClinica, LLC.

OpenClinica i= a

10 [etudy Subject 1D

x|

fdjebbari (Data Manager) en | Log

OpenClinica Community
Version: 3.15.7 - Changeset:
de73323ae6a 2020-07-08 18:28 +0000

Click on this folder to start entering
belantamab toxicity data



,éOpenClinh Initial Data Entry - Internet Explorer

Belantamab toxicity data (All AEs)

tps:/fbelantamab. myeloma-research. org.uk test/InitialDataEntry?action=ide_s&eventDefin ,Oj *3 OpenClinica Initial Data Entry ~ * T~ :‘7 {:}

Enter Yes, if this AE led to permanent
treatment discontinuation

AEs (0/5) — Select to Jump —
Title: AEs
Page:
AEs
AE Date: AE Name: AE Grade Inpatient Stay Days: Dose Reduction? | Treatment Disconti
I\ P | P |Select|w] W | Fo |[Seiect[w] Po |Select|w] P

A

Enter each AE (adverse event) separately, click “add” to add more AEs

Once all AEs are entered, click save

This will take you to “infections” section



Belantamab toxicity data (infections)

5 OpenClinica Initial Data Entry - Internet Explorer [_[=]x]
—
@ ). I nttps://belantamab myeloma-research.org.uk/test/InitizlDataEntT ,'Dj 2 OpenClinica Initial Data Entry {0 g fed

Your data has been saved. You can continue entering/editing data now or return at a later time.

Infect.. (/5] ~Soestio dump - Enter Yes, if this AE led to permanent
I e treatment discontinuation
-
Infections
Infection Name: Infection Grade: Inpatient Stay Days: Dose Reduction? | Treatment Discol wwed?

Fseudomoﬂas pneumenia F®|[4 . w5 ¥ |[No L] No L]

A

Enter each AE (adverse event) separately, click “add” to add more AEs

Once all infection are entered, click save

This will take you to “infusion reactions” section



Belantamab toxicity data (infections)

5 OpenClinica Initial Data Entry - Internet Explorer [_[=]x]
—
@ ). I nttps://belantamab myeloma-research.org.uk/test/InitizlDataEntT ,'Dj 2 OpenClinica Initial Data Entry {0 g fed

Your data has been saved. You can continue entering/editing data now or return at a later time.

Infect.. (/5] ~Soestio dump - Enter Yes, if this AE led to permanent
I e treatment discontinuation
-
Infections
Infection Name: Infection Grade: Inpatient Stay Days: Dose Reduction? | Treatment Discol wwed?

Fseudomoﬂas pneumenia F®|[4 . w5 ¥ |[No L] No L]

A

Enter each AE (adverse event) separately, click “add” to add more AEs

Once all infection are entered, click save

This will take you to “infusion reactions” section



Belantamab toxicity data (infusion reactions)

Opencllmca Initial Data Entry - Internet Explorer [_[8]x
@ /v I amab.myeloma-esearch.org.uk/test/InitizlDataEntry Dj * OpenClinica Initial Data Entry /'\ s {-5-3

Your data has been saved. You can continue entering/editing data now or return at a later time.

Infusio...(0j4) » |~ Seeetie dump
Title: nfusion Reactions Enter Yes, if this AE led to permanent
pace: treatment discontinuation
Infusion Reactions
Infusion Reaction Date: Infusion Cycle Number Reaction: | Infusion Grade | Infusion Disc Treatement?
[01-Nov-2021 Pof1 B2 B |[No P

A

If more than one infusion reaction at different dates, enter each separately

Once all infusion reactions are entered, click save

This will take you to “support interventions” section



Belantamab toxicity data (supportive interventions)

,éOpenCIinm Initial Data Entry - Internet Explorer

@. i I https: //belantamab.myeloma-research. org.uk/test/InitizDataEntry

HEIE
foj s OpenClinica Initial Data Entry %

AN

Your data has been saved. You can continue entering/editing data now or return at a later time.

Support...(0/2) — Select fo Jump -
Title: Supportive Treatment

Page:

Supportive Treatment

Supportive Treatment Date Supportive Treatment:

This include the following supports:
[04-Oct-2021 P8 ||RBC transfusino during treatment ] s RBC, platelets and filgrastim

[01-Nov-2021 s {[Filgrastim during treatment ]
|05-Sep-2[!21 fo |Platelel transfusion dunnglreatment ]

A

Once all supports are entered, click save

This will take you to “ocular toxicities” section



Belantamab toxicity data (ocular toxicities)

,éOpenCIinica Initial Data Entry - Internet Explorer [_ |5

) [ hits: ocentamb. 0] */ - opencinica talpetatntry % || 0 5g io3
Once ocular AEs are entered, tick “Mark CRF as
complete” then click save
This complete toxicity data entry

myeloma-research, org.uk/test InitisDataEntry

Your data has been saved. You can continue entering/editing data now or return at a later time.
Occular..(0/3) - Select to Jump -
Title: Occular Toxicities
Page: O Mark crF com plete
Occular Toxicities
Occular AE Date: Ocoular AE Name: Occular AE Grade: | Occular AE Admissi Occular AE Admission Days: | Occular AE Reduced Dogg: | Occular AE Delay: | Occular AE Discontinued:
01-Nov-2021 W [Keratopathy w2 BN M m o BN [v] B W W

0O wark c2=Me

Yes means AE led to admission

Yes means AE led to dose reduction

Yes means AE led to permanent discontinuation



This will move data collection to this page

Clinica - Internet Explorer

IV https: //belantamab. myeloma-research, org.uk/test InitizDataEntry pj@ “9| \.. OpenClinica X

MEANEE

Belantamab Real-world (proj_mmy_98) | Chan

OpenClinica

& Community Edition Home | Subject Matrix | Notes & Discrepandes | Study Audit Log | Tasks +

Alerts & Messages -

Your data has been saved .  Enter or Validate Data for CRFs in Data Entry @
and the CRF was marked

complete, ol
Study Subject 1D
Instructions v Study Event Data Entry
Info v Location N/A [
Study Events - Study Subject OID 55_TESTO0L
Study Events: (2) Start Date 11-Nov-2021 fo
o ﬁegistratm End Date/Time e
i data entry started
@ Data Entry Subject Event Status iy
Last Updated by fdjebbari (12-Nov-2021)
CRFs in this Study Event:
'@ 4-Proj-MMY-28 ) il bl )
JsaPomDex- 'CRF Name Version Status Initial Data Entry Double Data Entry Actions
Treatment 0.1 6-Proj-MMY-38-Opthalmology-Follow-ups |0.1
B sproj-miv-8 7-Proj-MMY-96-Subsequent- Treatments (0.1
-Treatments-
Taxicity 0.1 8-Proj-MMY-98-Survival-Data 0. .
6-Proj-MMY- 4-Proj-MMY-98-IsaPomDex-Treatment 0.1 fdjebbari nfa
98-Opthalmology
-Follow-ups 5-Proj-MMY-98-Treatmenits- Toxicity 0.1 fdjebbari nfa
7-Proj-MMY- —
98-Subsequent- View this Subject's Record [ Bit ]
Treatments W
orkflow - . .
"B 5-projeny- Click ophthalmology follow up folder to start entering data
98-Survival-Data
Study Event R . ;

Overview

vacy | © OpenClinica, LLC and collaboraters. The OpenClinica soft inical ressarch is provided AS 15, Y
without warranty. Llcensad under LGPLv2.1, you can red\slrlbute it and/or modify it under the terms of Versmn 3.15.7- Changeset
the GNU Le & version 2.1 as published by the Free Software Foundation. de733=3ae6ca 2020-07-08 18:28 +0000
OpenClinica is  of OpenClinica, LLC.



Ophthalmology follow up data

You have already entered baseline data (prior to cycle 1) so that’s follow number 1. Patients normally see
ophthalmologist pre-C2 (FU number 2), pre-C3 (FU number 3), and as required thereafter.

What needs to be entered here are the new findings since the baseline assessment (see examples below)

Opthalm...(0/6)
Title: Opthalmology Follow-up

Page: [ Mark CRF Complete

Opthalmalogy Follow-up

b Discontinue:

Opthalmology Follow-up Number: |  Opthalmology Follow-up Date: Opthalmology Follow-up Findings: Opthalmology Follow-up Belantanab Cycle: | Opthalmology Follow-up b Delay: halmology Follow-up Bel

Pre-cycle 2

2 ] IUB-Sep-2021 W ||compared to baseline review, new G2 2 ] Mo . Fu No . Pu

kratepathy is diagnosed

Bre-cycle 3

3 ] |1170c172021 W ||No changes except for keratopathy 3 ] Yes . 1]

escalating
.

No IR

Mark CRF Complete

A

Document key findings/changes/new AEs, since last follow up

Yes means FU findings led to dose delay

Yes means FU findings led to permanent D/C

Once all are entered, tick “Mark CRF as complete” then click save
This complete ophthalmology FU data entry



Subsequent treatment data

6@ % | https:belantzmab. myeloma-research.org.ukitest/InitiaDataEntry Ll[& |[+s] & opencinica x

fo) Clini Belantamab Real-world (proj_n Change StudySite fdjebbari (i
ent_iinica
ECD'W”WWJIW Home | Subject Matrix | Notes& Discrepandies | Study AuditLog | Tasks Support

Rlerts & Messages -

Yourdatahasbeensaved  Enter or Validate Data for CRFs in Data Entry ®
and the CRF was marked

complete. ol

&

Study Subject ID TestO01
Instructions v Study Event Data Entry
Info v Location NfA 1]
Study Events - Study Subject OID 55_TESTO0L
Study Events: (2) Start Date 11-Nov-2021 L
B Registratio End Date/Time L
n
i data entry started

& Data Entry Subject Event Status itry

L status: Last Updated by fdjebbari (12-Nov-2021)
start

CRFs in this Study Event:

B 4-proj-mmy-o8 - — -
esPomDes- CRF Name Version | Status Initial Data Entry Double Data Entry Actions
Treatment 0.1 7-Proj-MMY-38-Subsequent-Trestments | 0.1

B seropmaveas 8-Froj-MMY-36-Survival-Data
-Treatments-

Toxicity 0.1 4-Proj-MMY-93-IsaPomDex-Treatment fdjebbari nfa

L 6-Proj-MMY-08 5-Proj-MMY-38-Treatments-Toxicity 0.1 fdjebbari nfa
-Opthalmology-

Follow-ups 0.1 6-Proj- MMY-38-Opthalmology-Follow-ups |0.1 fdjebbari nja
7-Proj-MMY- —

98-Subsequent- View this Subject's Record [ Bit ]
Treatments

Workflow -

AE) 8-proj-MmMY-

98-Survival-Data

Study Event
Overview

Click on this folder to enter subsequent
treatment data

® Openlinica, LLC and collaborators. The OpenClinica st

via ical rest

h is provided AS IS, nunity
without warranty. Licensed under LGPLv2.1, you can redistribute it and/or modify it under the terms of Version: 3.15.7 - Changeset:
the GNU Le: r: version 2.1 as published by the Free Software Foundation. de733e3aetca 2020-07-08 18:28 +0000

OpenClinica is 3 ck of OpenClinica, LLC.



Subsequent treatment data

6@ % | https:belantzmab. myeloma-research.org.ukitest/InitiaDataEntry Ll[& |[+s] & opencinica x

fo) Clini Belantamab Real-world (proj_n Change StudySite fdjebbari (i
ent_iinica
ECD'W”WWJIW Home | Subject Matrix | Notes& Discrepandies | Study AuditLog | Tasks Support

Rlerts & Messages -

Yourdatahasbeensaved  Enter or Validate Data for CRFs in Data Entry ®
and the CRF was marked

complete. ol

&

Study Subject ID TestO01
Instructions v Study Event Data Entry
Info v Location NfA 1]
Study Events - Study Subject OID 55_TESTO0L
Study Events: (2) Start Date 11-Nov-2021 L
B Registratio End Date/Time L
n
i data entry started

& Data Entry Subject Event Status itry

L status: Last Updated by fdjebbari (12-Nov-2021)
start

CRFs in this Study Event:

B 4-proj-mmy-o8 - — -
esPomDes- CRF Name Version | Status Initial Data Entry Double Data Entry Actions
Treatment 0.1 7-Proj-MMY-38-Subsequent-Trestments | 0.1

B seropmaveas 8-Froj-MMY-36-Survival-Data
-Treatments-

Toxicity 0.1 4-Proj-MMY-93-IsaPomDex-Treatment fdjebbari nfa

L 6-Proj-MMY-08 5-Proj-MMY-38-Treatments-Toxicity 0.1 fdjebbari nfa
-Opthalmology-

Follow-ups 0.1 6-Proj- MMY-38-Opthalmology-Follow-ups |0.1 fdjebbari nja
7-Proj-MMY- —

98-Subsequent- View this Subject's Record [ Bit ]
Treatments

Workflow -

AE) 8-proj-MmMY-

98-Survival-Data

Study Event
Overview

Click on this folder to enter subsequent
treatment data

® Openlinica, LLC and collaborators. The OpenClinica st

via ical rest

h is provided AS IS, nunity
without warranty. Licensed under LGPLv2.1, you can redistribute it and/or modify it under the terms of Version: 3.15.7 - Changeset:
the GNU Le: r: version 2.1 as published by the Free Software Foundation. de733e3aetca 2020-07-08 18:28 +0000

OpenClinica is 3 ck of OpenClinica, LLC.



Subsequent treatment data

/6 OpenCiinica Initial Data Entry - Internet Explorer [_ [&]x]
@. g I https: //belantamab. myeloma-research. org.uk/test/InitizlDataEntry?action =ide_s&eventDefin ,‘Dj 3 OpenClinica Initial Data Entry @ fj {:}
Subsequ...(0/3)
Title: Subsequent Treatment
Page: [0 mark cRF Complete
Subsequent Treatment
Treatment Start Date: Age at Treatment Start Date: Treatment End Date: Treatment Name: Number of Cycles Received: Response MM Response Date: Relapse
|07—N v-2021 o |69 4 |21—Nuv—2021 fo |PaﬂEDrDex ad |1 o |PD ] |14—ch72021 o |

[ Mark crRF Complete

A

Enter data if patient moved to a subsequent
therapy post-belantamab

Once this is complete, tick “Mark CRF as
complete and click save

This will complete subsequent treatment
data



Survival data

[_[=]
AR

6@ % | https:belantzmab. myeloma-research.org.ukitest/InitiaDataEntry Ll[& |[+s] & opencinica x

Belantamab Real-world (proj_m Ch

.. Study/Site fdjebbari (|
OpenClinica
& Commanity Edition | I I Support

Rlerts & Messages -

Yourdatahasbeensaved  Enter or Validate Data for CRFs in Data Entry ®
and the CRF was marked

complete. ol
d y Event
Study Subject ID Test001
Instructions v Study Event Data Entry
Info v Location N/A 1]
Study Events - Study Subject OID 55_TESTO0L
Study Events: (2) Start Date 11-Nov-2021 L
B Registratio End Date/Time L]
n
j data tarted
& Data Entry Subject Event Status lata entry star
Last Updated by fajebbari (12-Nov-2021)
CRFs in this Study Event:
HB 4-projmmvos - — -
-IsaPomDex- CRF Name Version Status Initial Data Entry Double Data Entry Actions
Treatment 0.1 7-Proj-MMY-98-Subsequent-Treatments | 0.1
B sproj-1mv-08 8-Proj-MMY-98-Survival-Data
-Treatments-
Toxicity 0.1 4-Proj-MMY-93-IsaPomDex-Treatment fdjebbari nfa
L 6-Proj-MMY-08 5-Proj-MMY-38-Treatments-Toxicity 0.1 fdjebbari nfa
-Opthalmology-
Follow-ups 0.1 6-Proj-MMY-93-Opthalmalogy-Follow-ups | 0.1 fdjebbari nfa
7-Proj-MMY- : :
98-Subsequent- View this Subject's Record [ Bat ]
Treat it:
reatments wo -
reducivs Click on this folder t ival dat
98-Survival-Data Study Event |C on |S 0 er o Su erva a a
Overview o ' - -
entation | Privacy | @ OpenClinica, LLC and collaborators. The OpenClinica softvia ical research is provided AS 15, o mmunity
without warranty. Licensed under LGPLv2.1, you can redistribute it and/or modify it under the terms of Version: 3.15.7 - Changeset:
the GNU Le eral sersion 2.1 as published by the Free Software Foundation. de733e3ac6ca 2020-07-08 18:28 +0000
OpenClinica is 3 ¥ of OpenClinica, LLC.



Survival data (demographics)

/6 OpenCiinica Initial Data Entry - Internet Explorer [_ [&]x]

@ - I https: //belantamab. myeloma-research. org.uk/test/InitizlDataEntry?action =ide_s&eventDefin ,‘Dj 3 OpenClinica Initial Data Entry @ fj {:}

~Selectto Jump —
Demogra...(0/2) Select to Jump

Title: Demographics
Page:
Gender:[Male  [w]” P
sy | e Enter this data and click save to move to vital

Belantamab:
status



Survival data (vital status)

#E Opendlinica Initial Data Entry - Internet Explorer

,Oj s OpenClinica Initial Data Entry %

myeloma-research, org.uk te=

Your data has been saved. You can continue entering/editing data now or return at a later time.

Vital 5...{0/5) ~ Selectto Jump —

Title: Vital Status
Page:
Last Follow LD:IW TP
Last Follow Up vital[Dead [ * @
tatus

Date of :ea:h:lW ]
sesson o bt (fFragrasave Dieemes o] ™ e Enter this data and click save to move to

applicable):

et e 58 peere P e M symptom improvement/deterioration

<on (il X
ption (iflprogressive disease
applicable):

Death within 30 ;a,-s|Yes . = e

of Treatment:



Survival data (symptoms overall assessment)

,éOpenC ica Initial Data Entry - Internet Explorer
@\‘_‘/ - I"’ https: //belantamab. myeloma-research. org.uk/test/InitialDataEntry ,Dj L3 i OpenClinica Initizl Data Entry %

¥ CRF Header Info

Your data has been saved. You can continuc entering/editing data mow or return at a later time.

Vital 5. Symptoms (0/3) * | Select to Jump —

Demogr

Title: Symptoms

Mark CRF Complete (ECNIND ="

Symptoms and Wellbeing at Last Follow-up

Fatigue compared tﬂlDelenoratiun . o

Page:

baseline
Pain compared tﬂllmprovement ~] ™
baseline

Performance Statuslsame Baselme. L]
Review:
Mark CRF compiet= ([IE D TR




COVID-19 vaccine data

@ Openclinica Administrative Editing X 4 ) =@ 3 |

& C & belantamab.myeloma-research.org.uk/test/AdministrativeEditing?eventCRFId=8&sectionld=418&tab=48exitTo=ViewStudySubject?id=2 it »

be

- Select to Jump — v
Title: COVID-19
Page:
Vaccinated E;Eins: ]

COVID-197

vaccing doses
received?

Date of last COVID-13] 01-Nov-2021 W
vacgine:

Anti-body Test ]
Performed?

Anti-body Test Date:]14-Dec-2021 4
Anti-bodies 3512(:5:7 ]

Enter this data and tick “Mark CRF as complete”

This will complete ALL data collection for the patient

Follow the same process to enter data for the next patient



