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ELECTRONIC DATA CAPTURE SYSTEM W3)ADE

Conventional data collection for clinical trials traditionally focused on papeased case report forms (CRF)
followed by double data entry into a relational database. Electronic data capture (EDC) systems refresen
anintriguing alternative, which allow investigators to enter and to review data in real time, and to implement

on-line data validation checks, thus assuring data quality more effectively at the point of entry.

CLADE-IS

CLINICAL DATAWAREHOUSE

CLADHS (Clinical Data Warehousing Imfoation System) belongs to the class of the most modern
and progressive EDC systems. It comes with EAV datalel of the database (EntityAttributenValue model),
which allows to switch quickly between various topics and clinical fields where data need eocbllected,
verified, analysed and visualized eline. The inherent dataaccess model is robust enough to allow countless
configurations of user privileges, roles, and data flow. In the default configuration, the following user roles are
recognized insideCLADHS: (i) investigator, (ii) site manager, (iii) regional coordinator, (iv) data manager,

(v) monitor, (vi) administrator.

With the use of responsive web design, CLABEprovides its users with an easy and ergonomic interface.
Navigation and readingequire only a minimum of resizing, panning, and scrolling; a wide range of devices
can be used: from desktop computer monitors to tablets and smartphones. CLAB®ill work with the
majority of available web browsers there is no need to install any o#fr software. It is recommended to use

only up-to-date browsers running on ufio-date operation systems.

CLADHS and related data management services are provided by the Institute of Biostatistics and Analyses,

Ltd. in Brno, Czech RepublicThis instituC | HgM CHN? AL; N?> MSMN?G |1 @ G; H; A?G?
of quality of products and services (EN ISO 9001:2009), IT services (ISO IECL200®) and information

security management (ISO IEC 270001:2006). The interfaces of GAISAG2B be accessl only by authorized

users based on their login and password. The registered data are anonymous: for each patient/casé e

! http://Iwww.biostatistika.cz/
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ID is always generated. The communication between CLASEN its users is encrypted with the use of SSL

(Secure Sockets Layp

The system is useifriendly; all data can be entered using web forms analogical to paper CRF/DCFs.
J)N CM HIN H?=?MM; LS NI CHMN; FF ; HS ; >>CNCI H; F

The database can be accessed only by authorized users via logingasgword.

= =4 A -A

Registered data are anonymous. For each patient/case, a unique ID will be generated. Personal

identification of patients will not be possiblerequirements for personal data protection are satisfied.

1 Whole data transfer is encrypted and the sgsh is designed to prevent unauthorized use of data
during the transfer.

1 Institute of biostatistics and analyses, Ltd., Brno, Czech Republis the provider of technology

andrelated data management services.

1 Users of the registry can print the formbey submitted.
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1. LOGIN PAGE

The database can be accessed from the website

https:// mydys.data-warehouse.zone

Log in to the system with putting your username and password into the appropriate fields and click on
0LOGINJ3button (see[1] o Figurel).

CLADE-IS

CLINICAL DATAVYAREHOUSH

Forgotten password

Figurel: Connection to the database and the forgotten password

1.1 FORGOTTEN PASSWORD

In case of forgotterpassword,S1| O =; H L?MNI L? CN I L =B; HA? C>
J ; MM Q(kek[2]} Figurel). You will be asked to enter your email address in the next stegeFigure?2).

2 To access the database, please asg up-to-date stable web browser supporting JavaScript and secured

communication. In this user guidslozilla Firefox74.0 has beerusedfor the screenshots.

6/30
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Forgotten password

Enter your e-mail address entered during registration

e | |

Back to login page

Figure2: Enter email address

You will receive ar-mail with subjectdCladelS (project name): password restagravith a link. After clicking

on this link, you can create a new passwofgkeFigure3).

Reset password

The password must be at least 6 characters long and should contain a combination of different characters and numbers.

New password

New password again

SAVE

Figure3: Creation of a new password

As a final step, system will confirm you the setup of new passwéyl clickingon 3Go tologin pagej (see

Figure4) you will be redirected to the login pagéseeFigurel).

Reset password
The password was successfully set. x
Figure4: Confirmation of successful creation of new password
7/30
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2. MAINAPPLICATION WINDOW

Afteryoulogin,anain; JJFC=; NCI H QCH>I1 Q o ; FMI (seeFigueB)>ThisiwvndowB <1 ; L > j

navigates you to all the necessary functions:

searching for submittecbatients and their formso 3Search

creating new patients in the database Patient

contacts for helpdesko JHelpj

1
1
1 reading the structure of the registrp JTools}
1
1 and other

Access to these functions is described in the following chapters.

If the studyis part of connected group of studies, you can switch the study with the butio# ( / / GEéf1]
p Figure5). You can log outthe system using thé , / ' /j Budton in the upper right cornelsee[2] o Figure
5).

= MyRisk

Dashboard Search Patient = Queries Notifications Tools ~ Helpdesk
Information about the study Last opened patients
Efficacy and safety evaluation of oral Akynzeo® in patients receiving MEC at high risk of developing e PRS— B—— o
CINV based on a prediction tool. A multinational and muiticenter study.
CZABA-010-test 13 Mar 2020, 16:56 Yes & Open
HE 1 1 CZABA-004-test 13 Mar 2020, 16:48 e & Ope:
Additional study information * or = =
CZABA-001-test 10 Mar 2020, 1225 Yes & Open

Test calculation of CINV risk score

1. Nausea and/or vomiting in the prior cycle of chemotherapy OvesOno + NEW PATIENT

2. Use of nen-prescribed antiemetics at home in the priorcycle of (O yes O No
chematherapy

3. Platinum or anthracycline-based chemotherapy OvesOno
4, Age < 60 years OvesOno
5. Expectation of nausea and/or vomiting OvesOmo
6. History of morning sickness during previous pregnancy OvesOno

O15tO20d O 3rd and

further

7. Cyele of chemotherapy

Calculate CINV

CINV is 10 and this kind of patient is met eligible to enroll.

Figure5: Main application window

3 Automatic logout nWhen you do not work in the system forlanger period, close the browser window or
shut your computer down, you will be logged out automatically after 10 minutesot saved records will be
deleted. Tocontinue with your work, it is hecessary to log in again. The purpose of this function igéognt

unauthorized access to the system.

8/30
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2.1 NEW PATIENT REGISTRATION

You can add a new patient by clicking the largBlEW PATIENTbutton (see[1] - Figure6) or via drop down

menu: 3Patientj ->J3Create patientj (see[2] - Figure6).

CLADE-IS
P ¢ CLINICAL DATANVVAREHOUSE

Dashboard Search Patient Queries MNotifications Tools ~ Helpdesk

DaSh boa r Create patient

Information about thestudy Last opened patients

Efficacy and safety evaluation of oral Akynzeo® in patients receiving MEC Patient 1D e aeEned Tiaiing Action

at high risk of developing CINV based on a prediction tool A multinational

and multicenter study. CZ-IBA-010-test 13 Mar 2020, 16:56 Yes = Open
CZ-IBA-004-test 13 Mar 2020, 16:48 Yes & Open

Additional StUdy information CZHBA-001-test ; 10 Mar 2020, 12:25 Yes > Open

Figure6: New patient registration

A subject form to enter personal data about new patientill appear after selecting one of these options.

Please fill in availablénformation about the patient.Mandatory items are marked by asterigi(seeFigure?).

2.2 PERSONAL DATA

PATIENT INFORMATION

* Date of birth
| [ & |

* Gender

O male O Female

Race
* Choose at least one of the following options:

[0 american Indian or Alaska Native

[0 asien

[ Black or African American

[ Native Hawaiian or Other Pacific Islander

[ white

Figure7: Personal data (always specific according to the particular sfudy
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2.3 PATIENT SETTINGS SETUP

1 Study armpin case they exisand are to be selected when enrolling the patiecihoose select from
drop-down list (see[1] - Figure8)

1 Training patient (see[2] - Figure8) - check this box if you wish to create a dumiitgst ) ; NC? HNg M
record (e.g. when you are learning or testing the registrihhis patient worg be included into the

study analysis and wog be paid to the investigator, i.e. the person who enter the data.

2.4 FINISHING ENROLLMENT

When you are done, cliche 3 3 | 6(86¢[3] - Figure8). If you wish to clear the form and start again, click on

thed # ! . #B6ttoh (see[4] o Figure8).

PATIENT SETTINGS
* Study arm

ARM A -

| Training patient @

SAVE CAMCEL

Figure8: New patient enrolmenbfinal settings

"S =FC=EGAVE |KIONNBHZI ; QO WiCdutOrRatically he ljebéradtedin Qpigscribedform.
Theform consists of country abbreviation, site alias, patient number within the site and eventually suffix

3J4%343 NB; N Chuatient; N?M ; NL; CHCHA
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3. PATIENT SEARCH

If you wish to searclior the submitted patients and theirrecords, click on} 3 %! 2 i thg upper menusee

[1] - Figure9).

Dashboard Search Patient ~ Queries Motifications Tools ~ Helpdesk

Patient search

Patient ID
| | [ search For training patients € [ search for shared patients @

Advanced Search

| Please select the search criterion - * REMOVE

+ ADD

Figure9: Patient search

You can search bpatient ID and byvarious other parameters that can be combined together for a more
precise searchlf you wish to see a list of all patient that you have the access to then press the button

3 3 %! 2 #seg[6] - FigurelO).
The searching process is the following

1. Enter at least a part of patient ID or leave the question empty to search among all training/non
training patients (see[1] o Figure10). Search process is a case sensitiliepatient ID iSABG001and
you a enter abc-001, then the system will not find him

If you are looking for training patients, daghforget to check the espective boxsee[2] - Figure10)
Choose one from the provided search parametdsee[3] - Figure10) - optional

Selectthe search operato(is equal tgis not equal t¢¢ &e®[4] - Figurel0) - optional

Enter the valugsee[5] - Figure10) - optional

S T

Clickonthe? 3 %! 2 #sg[6] - Figurel0)

11/30
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Patient search

Patient ID 1
| [ search For training patients € [ search for shared patients @

Advanced Search

| Valid - | X REMOVE

BENG ® ® o

For a more precise search, you can add one or multiple parameters, clicking ordthe$ $ytton (see[1] -

| Form state - | iz equal to -

FigurelQ Basic search

FigurellThis option is useful in case of many patients in the database, as the result of basic search may not

get you to the target. To remove a parameter, click 82 %- / G&&6f2] - Figurell).

Advanced Search @
| Form name - | is equal to - | Patient screening - | ® REMOVE

| Pending - | * REMOVE

| Form state A

| is equal to -

Figurell Advanced searchadding parameters

3.1 SEARCH RESULTS

By clicking on the} SEARCH button, the system will list all submitted records, that you have access to and
that correspond to the submitted criteria.

You can choose the number of listed records in one pég& 500or 100recordsp see[1] - Figure12). To move
between the pages with results, click on thPreviousj or 3Nextj links on the rightbottom corner of table

(see[2] - Figurel2).

Search results can be ordered awscendingor descendingorder according to various criteria. You can order

them by clicking on the small arrows in the heading of the table w(tiee[3] - Figure12).

Finally, you can export the search result as an *x#e by clicking on the}EXPORT RECORDS TO XLS
button (see[4] - Figurel2).

12/30

Versionverze:1.0

Valid fromy

J F; ROH708-04> t

Registered edocument



lb Institute User guide for data entry MyDyS

of Biostatistics
and Analyses

Results

SI'-;--; entries
Patient ID / Forms Site Enrolled by Date of patienk creation *  Date of birth Gender Status Actions
CZ-IBA-010-test :g‘ftigat‘" t‘ggf;a 13/03/2020 08:37:24 04/03/1933 Female G‘,i Open
CZ-IBA-011-test :x“igab‘" :i:: - 13/03/2020 10:50:41 08/01/1947 Male Open
CZ-IBA-012-test :g‘f“igat‘” éi';‘:kmé 13/03/2020 12:19:39 04/03/1986 Female B> Open
CZ-IBA-013-test :ﬁ“igab‘" [”a?;rgféta 13/03/2020 12:51:13 01/03/1948 Female = Open

Showing 1 to 4 of 4 enkries Previous MNext

Figurel2 Search results

After finding the patient/form you were looking for, click on th#0pen} link (see[5] - Figure12). The main

part of the system will be displayed containing all the ekeonic patient forms that have been saved so far.

3.2 RECENTLY OPENED PATIENT RECORDS

For a quick access to the recently opened patient records, please use the table on the right part of the

application (Dashboard) where the patient records are ordered chrdogically (seeFigurel3).

CLADE-IS
CLINICAL DATAVVAREHOUSE

Dashboard Search Patient ~ Queries Motifications Tools ~ Helpdesk

Dashboard

Information about the study Last opened patients

Efficacy and safety evaluation of oral Akynzeo® in patients receiving Patient ID Pastopened Seg Action

MEC at high risk of developing CINV based on a prediction tool. A

multinational and multicenter study. CZ-IBA-010-test 13 Mar 2020, 1656 Yes [= Open
CZ-BA-004-tesk 13 Mar 2020, 16:48 Yes = Open

Add|t|0na[ StUdy information CZ-BA-001-test 10 Mar 2020, 12:25 Yes = Open

+ NEW PATIENT

Figurel3 Last opened patients
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4. WORKING WITH FORKEREATING, EDITING, DELETING

The working window of the application consists of the headsee[1] - Figure14) ) and from the main section

(see[2] - Figurel14).

Dashboard Search

Patient ~

Queries

Motifications Tools ~

Helpdesk

User guide for data entry MyDyS

. CZ-IBA-010-test | Training patient

Site Investigator IBA Enrolled by IMarketa Lagova Date of patient creation 13 Mar 2020, 09:37
Date of birth 04/03/1933 Gender Fernale Study arm ARM B
Queries " 0/0/0 Update ” Show

Patient forms

Patient screening (1}

IMultiple Forms can not be created

Disease characteristics (1)

IMultiple forms can not be created

Patient screening

Date of visit Cycle of chemotherapy Stake

01/03/2020 1 valid
Disease characteristics

Primary cancer Mumber of scheduled ch therapy Is the patienk naive or non-naive ko Skate

diagnosis cycles chemotherapy?

Skin 4 Maive Pending
Queries

PHASES: |0 aassya i) V1 -Visit 1 (1) v2-Visic2 (0)  V3-Visit3(0) WV4-Visit4(0) AE, Pregnancy (14)  Premature discontinuation (Q)

Action

= Open

Action

[= Open X Delete

Figurel4 Working window of the application

The header contains basic information about the patient, which is automatically copied from the data

submitted in the form for the registration of a new patiergseeChapterl). It is also possible to edit (modify

personal data of a patient here, using tldropdown menu:Patient ->Personal data (see[1] Figure15).

4Only in case it is allowed by project.
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Dashboard Search Patient =

Queries Motifications Tools ~ Helpdesk

Patient Forms

Enrolled by IMarkéta Lagova Date of patient creation 13 Mar 2020, 09:37

Patient personal data

Date of birth Gender Fermnale Study arm ARM B

Patient queries Queries " o/0 f@ Update H Show

Patient fo

PHASES: I EG CETLGEPAN W1 -Visit 1 (1) V2-Visit2 (0) V3-Visit3(0) Wv4-Visit4(0) AE, Pregnancy (14) Premature discontinuation (0)

Create patient

Patient screening (1) IMultiple forms can not be created

Disease charackeriskics (1) IMultiple Forms can not be created

Figurel5: Entering patient personal data

When personal data are modified, click @n3 ! 6bijon. Information about saving data will appearClicking

on the Patient Formdink (see[1] - Figure16).

CLADE-IS
CLINICAL DATANVAREHOUSE

Dashboard

Search Patient ~ Queries Motifications Tools = Helpdesk

Patient forms

Sike

Dake of birth

Patient personal data

Enrolled by

Markéta Lagovd

Date of patient creation

13 Mar 2020, 09:37

Gender

Female

Study arm

ARMB

Patient queries

Create patient

PATIENT INFORMATION

Figurel6: Leaving patient personal data

If you want to delett NB? J; N C? H NIgelete fhi€ patient lartd allNoBhis/hed forms j

HedE -

Figurel?). The confirmation window will be displayedseeFigurel18), containing reason for patient deletion.

5Only in case it is allowed by concrete project.
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PATIENT SETTINGS

Patient ID

‘ CZ-IBA-001-test ‘

Study arm

‘ ARM A ‘

@ Delete this patient and all of his/her Forrns@

Figurel?. Delete the patient

Do vou really wish to delete this patient? CZ-IBA-001-tesk?

Reason For patient deletion

Figurel8 Delete the patient confirmation
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1. You can switch between the study phases, by clicking on their nafseg[1] - Figurel19).

2. For each phase, there is a review of existing forms and forms to be established. Y arezte a new

form by clickingonthe} # L ? ; N?

form is reached

; lirkkqs@e[2@IFiQu@fl9), until a specific limit for this

3. Further on the page, there is a more detailed review of the forms. If you wisbdibthe form , click

ond / J ? Hyou wish to delete the form, click ah $ ? F ?s&ef3j- Figurel9).

Caution: Form deletion is an irreversible action. We recommend using this function only after careful

consideration.
CLADE-IS
CLINICAL DATAWAREHOUSE

Dashboard Search Patient ~ Queries Motifications Toals ~

Helpdesk

. CZ-IBA-010-test | Training patient

Visit and Treatment Follow-Up

Date of visit Treatment Date and time of First antiemetic administrakion in this cycle Cycle of chemotherapy State

Pending

Site Investigator IBA Enralled by Iarkéta Lagova Date of patient creation 13 Mar 2020, 09:37
Date of birth 04/03/1933 Gender Female Study arm ARMB
Queries H o/0 ,fm Update " Show
Patient forms
PHASES: WD -Scresning (2) V1 - Visit 1 (1) V3-Visit3 (0)  wva-Visit4(0) AE Pregnancy (14)  Premature discontinuation (0)
Visit and Treatment Follow-Up (1) Multiple Forms can not be created
HEOR (0} [ Create a new form G\
Patient’s diary (0) [ Create a new form U
FLIE (0) “You do nok have permission ko create a
new form
MAT (0} [ Create a new form

[= Open % Delete

Figurel9 Working with the forms
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The form contains questions and entry fields beneath the questions. There are several ways of data input

(examplesA-F- Figure20and Figure21):

nmoo w2

Direct input

Checking a checkbox

Repeating group of questions

Selecting an option from radio buttons
Selecting an option from a dropdown menu

Dates can be written (in the mandatory formatdd/mm/yyyy) or selected from the calendar

* Specify other site of radiation therapy

* Gender

O male

® Female

* Site of radiation therapy

Other

Breast

Lung
Ovaria

- Choose -

Colorectum

* Date of birth

04/03/1933)

| ® |

1 |Mar

=~ [1933 -] »

6 7
13 14
20 21
27 28

Mo Tu We

1
&
15
22
259

Th
2
9

16

23

30

Fr S5a 3u

3 n 5
10 11 12
17 18 1%
24 25 26
31

ving options:

[ Fatal

[ Life threatening

* Choose at least one of the Following SAE criteria:

[ persistent or significant disability
or incapaciky

] Congenital anocmaly/Birth defect

Versiorlverze:1.0

Figure20: Basic question types
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5.1 REPEATING GROUP OF QUESTIONS

Some form sections contain repeating group of questionu can add new item® this group by clicking the

3! > >bptton (see[1] - Figure21). A row of blank questions appears to fill.

Clicking the3$ ? F ?bNtfbj (see[2] - Figure21) then deletes the selected group of questions.

USED CHEMOTHERAPY F

# Chemotherapy * Dose * Units
| Thiotepa - | 10 | mg/kg - |

B DELETE s
* Chemotherapy * Specify ingredient * Dose * Units * Specify units

1.1 |

| Other ingredient - | Unknown |

--O

Other - | |rr|g.-"m2 | e
W DELETE s

Figure21 Repeating group of questions

5.2 SPECIFIC FUNCTIONS

1 Mandatory questions b are marked by an asteriskseeFigure22). In the other case is impossible to
save the form as complete.

1 Inthe case of mandatory question which is impossible to fill in there is a slider switch indicating that
the information isnot known (see[B] - Figure23). The question is turned on if information is known
(see[A] - Figure23). By clicking on the slider we can turn the question off or on.

1 Iftheentry field is grey, data cannot be entered the question is calculatedseeFigure24).

1 For some questions, there iadditional information available via thé icon next to the question

(seeFigure25).

* Diagnosis 40

- Choose - -

Figure22 Specific functions mandatory question (marked by an asterix *)
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* Diagnasis O

- Choose - -

* Diagnosis D

- Choose -

Figure24: Specific functionsanswer is not known

Bl

Figure23 Specific functiosnread only question

* 7. Cycle of chemotherapy €
2

calculated for visits V2 and V3

13t (+0), 2nd (-5), 3rd and furt

Figure25 Specific functions additional info

53 FORM STATUS

The last question in each form is th#orm statusj (see[1] - Figure26).

FORM STATUS

Form status m
N

‘ Pending

SAVE AMD EDIT CANCEL

Figure26 Form status
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The following states of form are possihle

1 Pending b form is not finished yet and you still need to return to it and complete the entry (may
contain incomplete and invalid data)3Pendingj forms are not counted in the analyses and are not
honoured.

1 Completed b select this option when you have completed lathe questions (or at least the ones
required) and you will not return to the form.

1 Valid nthe form will go to this state automatically only after it has been saved in a complete state
where all validations se{seeChapter6) are performed without error.

1 Other customizable statuses are also possible when it is needed for the study.

5.4 SAVING

There are three buttons 3SAVE, 3ISAVE AND EDjlTand 3JCANCE] at the top and bottom of the form(see
[2], [3] a [4} Figure26). By clicking on3SAVE button, you will save all the data you have entered and return
to the working window of the patient. By clicking cbBSAVE AND RETURNutton you save the records and
stay on this form for further edits. By clicking ocfCANCEL button you leave the form wthout saving your

entered data.

Once the form is in Valid state, all data on this form is reay (cannot be edited). If you need to change the
data on the form, it is necessary to change the status of the formdRendingj , click on the3SAVE AND EDJIT
(see[3] - Figure26) (only for state3Validj ) data edit and form again save aCompleted; .
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6. VALIDATION OF RECORDS

When entering data into a form these data are automatically regulated by validation rules. If you do not
comply with these validation rules, the system will notify you with an error messages and the form cannot be

saved astCompletedj or 3Validj until they are resolved and remains in th&Pendingj state.

6.1 CHECKING DATA FORMAT

The values entered in the form are compared in real time with the safidation criteria. Examples

of validation criteria for realtime control (seeA-D b Figure27):

A. Mandatory field pthe value must be given

B. Special checksnfor example, data must be matched to one another

C. Datespthe value must be given in a predefined form@dd/mm/yyyy) and thevalue must not refer to
a future date

D. Numeric valuespsome numeric value has a minimum and maximum warning limit

* 7. Cycle of chemotherapy € A

1&t (+0), 2nd (-5), 3rd and further (-6)

This fiel is required.

* Date ofvisit Date of previous visit €@ B
0140312020 ‘ s | |D1s’03;’2020 | e ‘

Date of visit must be greater than date of
previous visit,

* Date of visit C
16,/03/3000 | i}

Date of visit cannot be in the Future.

= 7, Cycle of chemotherapy @ D

-5

1st (+0), 2nd (-5), 3rd and Further (-5)

Cycle number must be greater than 0.

Figure27: Validation criteria

If this validation criterion is not met, the erromessage is displayed directly at the related question where

the error occurred.
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6.2 CHECKING DATA COHERENCE

Checking of data coherence occur after data format check is done. These controls are usually proceeded
among two or more data formsThey are startedvhen data form is saved in to the status # | GJ F ?TRe? >
validation is done irreal-time. In case of any discrepancies, the system will not allow gh#omatic change

of status from3 # | GJ F tkb2he $Validj . The system will leave the form in statd® ? H> CHA j

FORM STATUS

Form status

‘ Pending -

“ SAVE AND EDIT CANCEL

Queries

EX>

Figure28 Queries on form

An error message will appeaat the bottom of the formin the section}QUERIES$ (see[1] - Figure28). Theerror
messagses located on the form that validation failed. To view the ernmessageyou need to click o3SHOW
button (see[2] b Figure28). An alternative way to viewthe queriesis from the header of the form where the

3 3 ( / Button (see[1l] nFigure29).

‘ CZ-1BA-010-test | Training patient

Site

Investigator IBA

Enrolled by

Markéta Lagova

Date of patient creation

13 Mar 2020, 09:37

Date of birth

04/03/1933

Gender

Female

Study arm

ARM B

= Visit and Treatment Follow-Up | va-wvisit2

L=} 175

Created

David Pavlik

15 Mar 2020, 2345

|0/0/8

Queries

Status Pending

Changed O

David Pavlik

16 Mar 2020, 08:31

Figure29 Querie®n formpan alternative way to view

Each query contains atatus describing whether it has already been resolvedmt. Since the query is created

until the moment it is resolved, the status in? Q {seeAn Figure30), The error message should contain the

instruction how to resolve each query. Once the issue is solved and the form is attempt again to be saved

in 3Complet? > jstatus, then data are checked bythe system. In case of success, the query status

isautomatically changed to statug= F | M$&eeBb Figure30).
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Date of visit is before the patient date of ICF signature.

Date of visit is before the patient date of ICF signature.

syskem, 21. 1. 2019 10:34 m w RESPOMSES (0}

system, 11. 2. 2019 16:41 ~ RESPONSES (0)

Figure30: Query states

6.3 MANUAL QUERIES

Manualqueries are not generated automatically by the system however inserted manually in daoim once

a data review is done by IBA analyst or after Monitor or PV responsible person finds any discrepancy. To
respond a manual query please correct the information in the specific form first. As a second step please insert
a notice to the specific quer{see Ao Figure31).Person responsible for inserting the manual query will check
queries with responses (i.e. afyst during the next data review) then decide whether the response is sufficient

or not. Eventually will ask investigator for further detai(see Bo Figure31).

IF Ondasetron was used for more than one day, the option for the delayed phase should be "Other” A

Vaviinec Havlidek, 12 Jan 2018, 09:26 e

No one has responded to this query yet.

- | confirm that all the information on this patient has been corrected 12th January 2018§|

s RESPOND

If Ondasetron was used for more than one day, the option for the delayed phase should be "Other" B

Vavfinec Havligek, 12 Jan 2018, 09:26 = m

- Vavrinec Havlicek, 12 Jan 2018, 09:28
1 confirm that all the information on this patient has been corrected 12th January 2018.

Figure31 Manual Queries
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6.4 LISTING OF THE QUERIES

Allqueriesfor the patient that you have the access to can be shown and it is also possible search among them
The listing ofgueriescan be accessed when you click on tBQueries; option in the header(see[1] b Figure
32).1t is possible to search thgueriesfor all nonTraining patients or for all Training patientgee[2] o Figure

32). Results of the search are shown after you click n SEARCH (see[3] o Figure32)The order of results
work under the same rules as the Patient sebrseeChapter3.1). You cansearch only new queries, queries

for specific patient only or for specific form only (based on chosen criteria)

Dashboard Search Patient ~ Queries Motifications Tools ~ Reports = Helpdesk

[ search For training patients €
Advanced Search
Query skatus - | is equal to - | new i X REMOVE
+ ADD
@ Q, SEARCH
Results
Show|( 25 ~ |entries
%uern Patient ID ﬂmlled Form Message State  Answers  Author  Created Ackion
CZABA-O01- Follow. The Quality of life with SF36 in valid status or with a date of 29 Jan =
53 ‘t"__t - User Name " more than one week (in exceptional cases abbreviated) is not new o system 2019, C‘_
=5 up saved for the entry visit or the visit after 1 year, 2 years, etc. 12:48 'Pen
. f e - g . 11 Feb -~
CZ-BA-012- Follow-  Quality of life is not established For the Follow-up or it differs in =]
&0 test User Name up date by more than one week. =ty o system 32:1491‘ Open
Figure32 Queries seardesults
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7. STUDY SPECIFIC SETTINGS

7.1 NOTIFICATIONS

In order for user to have actual information about project and all related things, theréuisctionality called
notifications. These notifications are showing as messag#aced under main menysee[Al] o Figure33) or

asaHI NC@C=; NCI H <NOtficatior’s j (seH[AMFiguke33). Hithede is a bubble wh number it

User guide for data entry MyDyS

says how many unread notifications the user currently hasser confirms he read notification by clicking on

a button (see [A3 b Figure 33). Inside INotifications §

notifications andtheir history (see[B] o Figure33).

O M? find everview of all read and unread

CLADE-IS
CLINICAL DATAWAREHOUSE

Dashboard

1

Search Patient ~ Motifications Tools = Reports ™

Queries

Dashboard

Helpdesk

A

3

vour personal data from chat links.

From now on you can use Online Support service extension to communicate with IBA employees in real time. You can learn more about this service and the processing of

| UNDERSTAND

[hide stats]

Mumber of patients Total number of forms

Total number of queries MNumber of new gueries

total / newly added
(new for last 30 days, testing and shared
pacients are not included)

0/0/0
total / valid / pending
(testing and shared pacients are not included)

(testing and shared pacients are not included)

0/0/0

total / opened / closed

total/ opened / closed
(last 30 days, testing and shared pacients are
not included)

Information about the study

Efficacy and safety evaluation of oral Akynzeo® in patients receiving MEC at high

Last opened patients

(]

Search Patient ~ Notifications Tools ~

Queries

Dashboard

Notification

Message

processing of your personzl data From chat links.

History

Message

The table contains no data

Patient ID Lask opened Training Action
risk of developing CINV based on a prediction Eool. A multinational and multicenter
study. CZ-TST-018-test 16 Mar 2020, 23:55 Yes E Open
CLINICAL DATAWAREHOUSE

From now on you can use Online Support service extension to communicate with IBA employees in real time. You can learn more about this service and the

Created ‘Confirmation

16 Mar 2020, 09:42 @ lunderstand

Previous n Next

Created

Previous Next

Figure33 Notifications
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7.2

DASHBOARD STATISTICS

User guide for data entry MyDyS

For actual overview of currenstudy status, user can see basic statistics straight on study dashboard. These

statistics show count of study formgatients and queries currently present or that have been created within

the last 30 days. Statistics work based on permission setup forent logged user. If user permissions are

limited to data of his site then statistics show numbers relevant for that site only.

CLADE-IS
CLINICAL DATAWAREHOUSE

Dashboard Search Patient ~

Queries

Dashboard

Notifications

1

Tools Reports Helpdesk

your personal data from chat links.

From now on you can use Online Support service extension to communicate with IBA employees in real time. You can learn more about this service and the processing of

| UNDERSTAND

[hide stats]

MNumber of patients

Total number of forms Total number of queries

Number of new gueries

total / newly added
{new For last 30 days, testing and shared

(testing and shared pacients are not included)

0/0/0
total / opened / closed
(testing and shared pacients are not included)

0/0/0

total / valid / pending

total / opened / closed
(last 30 days, testing and shared pacients are

Versiorlverze:1.0
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pacients are not included) not included)
Information about the study Last opened patients
Efficacy and safety evaluation of oral Akynzeo® in patients receiving MEC at high Patient ID Last ned Trainin Action
risk of developing CINV based on a prediction tool. A multinational and multicenter ope 9
study. CZ-TST-018-test 16 Mar 2020, 23253 Yes = Open
Additional study information
Figure34 Dashboard statistics
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7.3  ONLINE REPORTS

For more detailed overview of actual study status, user can see predefined online reports. These can be found

CH NB? RbportsiNCll @ G; CH G?HOZ 4B?S pstieitsQinciéde® in fatehtdwithinrHOG< ? L
last three monthsoM ? = NGC;| NMHC 23 H Nghevit 8defigurE35)¢ NB? H M? EoGil HOQGN B FRGG3? L
of created forms of eah site divided by the state they are actually {8ee Figure 36). Last section shows

JQueriess @I L ?; =B MCN? ; H> | P?LPC? QsedFigurddD@IMdnlire;reld?ts | H NB

work based on permission setup for current logged user. User can only see salbskita that he is permitted

to.
Dashboard Vyhledavani Pacient - Queries Upozormnani Nastroje -
5 ' Pirtis ntt
Patients' enrollment
Formulife
Total number of patients Increment of patients over a given period
Cekem @zafEn2is @2z lsooad20is @ Zaprosines 2013
- -
Centrum 8 Centrum B
e e
Cenkrum E Centrum E -
Centrum P Centrum F l
Centrum C Centrum G
‘Centrum H ‘Centrum H
‘Centrum | Centrumi
Centrum J Centrum J
o 00 1000 1500 1] H 10 15 Fol
centrum Zafijen 2019 Za listopad 2019 Za prosinec 2019 celkem v
Centrum A 1 22 o 1596
Centrum B o [+] 3 641
Centrum C 2 5 o 434
Centrum D 3 5 1 449
Centrum E o 2 o 378
Centrum F 1] o 1 276
Centrum G o [+] o 250
Centrum H 1] o o 147
Centrum | 1] o o Eal
CentrumJ o ] o 36
Celkem & 348 5 4322
Figure35 Online report®0 ; N CéhiolNneHE
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Dashboard wyhledavani Pacient. Queries
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Forms

Total number of forms by center

Centrum A
centrum B
Centrum €
Centrum D
Cenzrum E
Centrum F
Centrum G
centrumH

centrumi

Reporty ~
Prird: i
ZOBRAZIT V PDF
Formulafe
=
. i opiaceny {AE) @ \VElAT(AE)

Centrum J I I
q

Zobrazuii 1aE 112 celkeemn 11 zdznamis

000 000 w00 Eii) 0T 00 TI03 6000 TE00
Centrum Rozpracovany validni Proplacanj Rozpracovany (AE) validni (AE) Celkem v
Centrum A g827 4ns 3359 188 1 18088
Centrum B 3520 1266 1501 5 0 6762
Centrum © 3103 352 E=t 1 1 2855
Centrum D 2504 300 957 127 ] 2870
Centrum E 2437 53 1028 £ H 2445
Centrum F 540 1185 TE3 z o 2470
Centrum G 1566 370 304 o o 22490
CentrumH 285 945 406 o 2 1840
centrum | 3 433 392 0 0 837
Centrum 72 121 1] 1 0 285
Celkem 24265 [RESH] 10113 31 5 46533

Reporty - He

Queries

Total number of queries

@O (1923 %) @Zopowzens (M00%)  @ZaMnR (7T %)

Centrum

centrum A
Centrum 8
Centrum €
Centrum D
Centrum £
Centrum F

Celkem

11 23 7 2 cellmm 7 23

"OBRAZIT V FDF

Total number of queries by center
@omrem: @ Zoopokzens  @Zamen

-

centrumc -

Centrum D I
Centrum E I
Centrum F I

q 10 20 E]
‘Oteviené Zodpovézend Zaviené Celkem v
4 o 35 39
4 (] 3 7
o o 3 3
0 (] 1 1
1 0 0 1
1 o o 1
10 0 42 52
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8. HELPDESK

In case of technical difficulties, please contact ohielpDesk HelpDeskis a user support department whose
staff is available every weekday from 8:00 to 16:00 (phonenadl). The professional distribution system

requirements help ensure fastest possible response evendomplex problems.

8.1

After successfully logging in user can contact our HelpD&skm via online support that can be found on any

ONLINESUPPORT

User guide for data entry MyDyS

page within the study always in the bottom right cornésee[1] b Figure38). Inside that popup window user

communicates with HelpDesk in real time manner. Online support is active even afterhours and generates an

email to our HelpDesk department and will be procegsben a standard way as any other support request.

& David Pavlik (5

?!-AD.E__-J s

Dashboard Search Patient ~ Queries

Dashboard

= MyRisk

Motifications ~ Tools *  Reports *  Helpdesk

® LOoGOUT

[hide stats]

MNumber of patients

Total number of forms

Total number of queries

Number of new queries

0/0
total / newly added
(new fFor last 30 days, testing and shared pacients

0/0/0
total / valid / pending
(testing and shared pacients are not included)

0/0/0
total / opened / closed
(testing and shared pacients are not included)

total / opened / closed
(last 30 days, testing and shared pacients are not

Additional study information

Version: 20.04.0.0
Templste version: 2020-03-16T22:54:56

are not included) included)
Information about the study Last opened patients
Efficacy and safety evalvation of oral Akynzeo® in patients receiving MEC at high risk of Patient ID Last opened Training Action
developing CINV bssed on a prediction tool. A multinational and multicenter study.
CZ-TST-018-test 16 Mar 2020, 2355 Yes E Open

= Write us a message
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Figure38 Online support location

E-mail: helpdesk@biostatistika.cz
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