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Access to
secuTrial®

3 Clinical Data Management fSAKK

Access to secuTrial®

m One login for all secuTrial® trials
m Rights to access the data of a particular trial have to
be allocated by the clinical data manager at the SAKK
CC
m Site staff can only access data of the own site
m How to get access to secuTrial®?
» Send authorization list to the SAKK CC
» Trial coordinator forwards request the clinical data
management
» Login details (User-ID and password) will be sent to
site staff within 2 working days
4 Gl Dota Mensgemen £ SAKK
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Access to secuTrial®

>> www.sakk.ch/edc

£ SAKK

The Swiss Oncology Research Network

Welcome to the SAKK EDC trials. Please select the trial from the list
below that you would like to enter data for. You will then b
forwarded to the appropriate EDC system login page.

Trial Number  Project Group EDC System
SAKK 01/10 Urogenital Cancers secuTrial ®

SAKK 08/11 Urogenital Cancers secuTrial ®

SAKK 00/10 Urogenital Cancers sinatras (only registration)
SAKK 16/08 Lung Cancers sinatras

SAKK 17/04 Lung Cancers sinatras (only registration)
SAKK 19/09 Lung Cancers sinatras

SAKK 24/09 Breast Cancers sinatras

SAKK 35110 Lymphomas sinatras (only registration)
SAKK 3910 Lymphomas secuTrial ® (paper trial)
SAKK 40/04 Gastrointestinal Cancers ~ sinatras (only registration)
SAKK 41/06 Gastrointestinal Cancers ~ sinatras (only registration)
SAKK 41/08 Gastrointestinal Cancers ~ sinatras (only registration)
SAKK 41110 Gastrointestinal Cancers ~ secuTrial ®

SAKK 56/07 Gastrointestinal Cancers  sinatras (only registration)
SAKK 75/08 Gastrointestinal Cancers  sinatras (only registration)
SAKK 77/08 Gastrointestinal Gancers ~ sinatras

SAKK Coordinating Center, Effingerstr. 40, 3008 Bern
Phone +41 31 389 91 91/ Fax +41 31 389 92 00

www.sakk.ch

#* SAKK
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Access to secuTrial®
Schweizerische Arbeitsgemeinschaft fir Klinische Krebsforschung
Groupe Suisse de Recherche Clinique sur le Cancer
Swiss Group for Clinical Cancer Research
Gruppo Svizzero di Ricerca Clinica sul Cancro
The Swiss Oncology Research Network
SAKK EDC Trials: Registering new patients, filling in CRFs
(SAKK)
This area is non-public and accessible for registered participants only. If you are a registered user, please enter your userID and password
in the respective fields. When you enter for the first time you will be required to change youf
the password when manually using the "Change passur > PO u bIOCke rs
Please be aware that by logging in. you are taking responsibility for the actions undertaken| p p
login andior password to any other person, as their actions wil h ave tO be
For news check: www.sakk.ch
switched off
» Password has to
be changed at the
6  Clinical Data Management f SAKK
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7

» Be aware that on the following slides
all background colors are green, since
they are print screens form our test
environment.

» The color of the productive online EDC
environment will be blue.

Clinical Data Management
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Welcome Page

1) Timer>>

5) Taskbar >>

2) User information
3) Welcome text
4) User Manuals

Clinical Data Management
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Welcome Page

> Timer:

@.- - DataCapture - 4.3.0.7 (SAKK ime left 38:49

After 40 minutes without any active use, the system will
automatically log you out

> Taskbar: 4

My Account | Messages | Impord

1) Go to reports and statistics

2) Register a new patient

3) Enter patient number to select a patient
4) Log out to prevent unauthorized access

9 Clinical Data Management
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Patient
registration

10 Clinical Data Management
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Patient registration

m Patients have to be registered online by the site staff
(only in case of system breakdown, it is allowed to
register the patient by faxing the E form)

m Hard errors are implemented on the E forms - Only
correct data can be saved

m The forms have to be entered in the right order: E1 -
E2 > ES3...

m In case you have created a new patient by mistake or
you have realized only at the time point of registration
that the patient is ineligible, please contact the SAKK
CC

11 Clinical Data Management fSAKK

Patient registration

1. Click on ‘new patient’.

2. Select a project (choose the trial).

New patient
:e‘\:‘:a project: \< Please choose > /’”‘EE
3. Select a centre (your site), if not already preselected.
& SAKK
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11/7/2013



Patient registration

4. For the ‘entry date’ enter the date of the planned treatment start.

5. Save.

» The system will generate a unique patient number
» The entry date will be used as base for the visit plan
» Form E1 will be opened automatically

#* SAKK
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Patient registration

6. Note the unique number in the screening, enroliment and
identification list

» The screening, enroliment and identification list is the only link
between the patient’s identity and the patient number

> Retrospective assignment of patients to a patient number is not
possible

#* SAKK
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Patient registration

7. Enter form E1 and click ‘Save + close entry + print’
[ Cancel I [ Save + Print I@e+cluse em.ry+prinﬂ>

> A ‘print window’ will pop-up automatically (pop-up blocker has to
be switched off; if no pop-up window shows, press ‘ctrl+p’ to print)

> Do not use the ‘Save + print’ button

15 Clinical Data Management f SAKK

Patient registration

8. Print form E1, fill in date and signature.
» only the treating investigator is allowed to sign the form

‘SIGNATURE OF TREATING INVES TIGATOR

INSTRUCTIONS: This e prinied and signed by ihe iresiing invesiigator. Please send the signed form by mail or ux within 3 egisiration fo: SARK e,
CH-3008

form has fo
Bern, Fax +41 31 383 92 00

9. Send form E1 to SAKK CC by fax (+41 31 389 92 00) or mail
within one month after registration

16 Clinical Data Management f SAKK
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Patient registration

10. Open the next form by clicking ‘continue’.

Notice

The entered data has been saved

83 Edit next form: E2 - Inclusien Criteria

Back to form

Back to form overview

> If the next form is not presented on the screen, make sure you
clicked ‘save+close’ on the previous form

11. Complete all E forms with ‘save + close entry’
12. You will receive an email confirming patient registration

#* SAKK
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Form Overview
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Form

Overview

User

1
2. Centre
3

Patient

> Role and name
> Site
> Patient number, Rando No (if applicable)

Welcome > back to welcome page
4. Visitplan / Adverse Events / Other forms etc. >>

#* SAKK
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Form Overview — Visit plan

TERN ENVIRONMENT

— » Forms part of the
- visit plan
e - | 0 o N o0

#* SAKK
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Form Overview — Adverse Events

gisans

» Reporting of AEs

#* SAKK
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Form Overview — Other forms, etc

» Forms not part of
the visit plan

#* SAKK
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Visit plan

#* SAKK

23 Clinical Data Management

Visit plan

m Stick to the excel scheduler

m Date of planned visits are calculated on base of the
entry date when creating a new patient

#* SAKK
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TERN ENVIRC

Visit plan

ONMENT

Panensie | Ny

Spitaley 0811
T gisene DN
Visit plan perse Event
:I Registraion Pretreatmen Visit  Visit 1 1sdafler!  Vist2  15d atersd
[Flanned visits. 05.09.12 050912 050912 190912 03042 111042

vistd3  Visid ||net vt "
3042 21192 2

E_Eiguiity
J2_sassine
B _uise
(=

T_Tumr

.«

F_Forowtn

TR Translation

c_Endoffraatment

s

Planned visits
Add scheduled or
unscheduled visits
Form families
Available forms at
different visits
Forms of family
‘E_Eligibility’

Edit visit plan >>

S Patient Svisit S visit =] @visit Vst
5 -0 .0 -0 .0 .0
25  Clinical Data Management f SAKK

Ch ing dat f pl d visit

1. Click ‘Edit visit plan’.
| Welcome | Help | Logou

P:mentﬂle MNew patient | Select=
2. Change date and click ‘Preview’. The dates of subsequent visits
will be shifted.
Edit Visit plan
After date change afl subsequent visits will be shited accordingly as long as the dates has not been changed for thewselves.
The last scheduled of the last unscheduled wisit of the same type without data entry can be deleted
Entry date 05.09.2012 (CEST) 05 -09 -2012 cdmmyyyy (CETICEST)
Registration 05092012 (CEST) 05 -09 -2012 odmmyyyy (CETICEST)
Pretreatment Visit 05.09.2012 (CEST) 05 -09 -2012 ddmmyyyy (CETICEST)
Visit 1 05.09.2012 (CEST) 05 -09 -2012 ddmmyyyy (CETICEST)
15 after vi 19.09.2012 (CEST) memyyyy (CETICEST)
Visit 2 03.10.2012 (CEST) 03 -10 -2012 @dmmyyyy (CETICEST)
15d after v2 17.10.2012 (CEST) 17 =10 -2012 ddmmyyyy (CETICEST)
Vist 3 31.10.2012 (CET) 31 -10 -2012 odmmyyyy (CETICEST)
Visit 4 28.11.2012 (CET) 28 -11 -2012 ddmmyyyy (CETICEST) Dalate
[Cancel | [Reser.
26 Clinical Data Management f SAKK
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Changing dates of planned visits

3. Enter a reason for modification and confirm by clicking ‘Save’.

Edit Visit plan

Afer date change all subsequent visits will be shifted accordingly as long as the dates has not been changed for theirselves.
The last scheduled or the last unscheduled visit of the same type without data entry can be deleted.

Current visit plan

Eniry date  05.09.2012 (CEST)

New visit
Entrydate  05.09.2012 (CEST)

Registration 05.09.2012 (CEST)  Registration 05.09.2012 (CEST)
Pretreatment Visit 05.09.2012 (CEST)  Pretreatment Visit 05.09.2012 (CEST)
Visit 1 05.09.2012 (CEST)  Visit 1 05:69:2042 (CEST)
15d after vi 19.09.2012 (CEST) 17.09.2012 (CE}
Visit 2 03.10.2012 (CES Visit 2 01.10.2012 (CEST)
15d after 2 17.10.2012 (CES 15d after 2 15.10.2012 (CEST)
Visit 3 31102012 (CET)\_  Visit 3 29.10.2012 (CET)
Visit 4 28.1.2012 (CET) NYisit 4 26112012 (CET)

Reason for modification
shifred due to holidays

#* SAKK
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Deleting pre-defined visits

1. Click ‘Edit visit plan’.

P:mentﬂle New patient | Select =

2. In case the patient did go off study before completing all pre-
defined visits, you can delete empty visits.

Edit Visit plan

After date change al subsequent visits will be shied accordingly as long as the dates has not been changed for theirselves
The last scheduled of the last unscheduled visit of the same type without data entry can be deleted

Entry date 05092012 (CEST) 05 -09 -2012 ddmmyyyy (CETICEST)

Registration

Pratreatment Visit

05.09.2012 (CEST)
05.09.2012 (CEST)

05 -09 -2012
05 -09 -2012

9.mmyyyy (CETICEST)

a4 mmyyyy (CETICEST)

Visit 1 05.09.2012 (CEST) 05 -09 -2012 gdmmyyyy (CETICEST)
16 stervi 19092012 (CEST) 19 09 -2012 ddmmyyyy (CETCEST)
Visit 2 03102012(CEST) 03 -10 2012 dommymy CEVCESD
160 aer 2 11102012(CEST) 17 -10 -2012 dammpyyy (CETCEST)
Vist 3 31.10.2012 (CET) 31 <10 -2012 @dmmyyyy (CETICEST)
Visit 4 28112012 (CET) 2% -1 -2012 admy)‘yy\EUvCESY

28 Clinical Data Management

[Concel | [Reset.

#* SAKK
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Deleting pre-defined visits

3. Enter a reason for deletion and confirm by clicking ‘Save’.

Edit Visit plan

“Cancel | | Back | | Save

> Do not delete visits if they should have taken place.

> Only delete visits if they are already pre-defined, but the patient
got off study earlier or visits were added by mistake.

> You can only delete empty visits.

#* SAKK

29 Clinical Data Management

Adding scheduled visits

1. Click ‘next visit’

Visit plan

««««««««««

@
]
[
@
@
@ @ ®

#* SAKK
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Adding scheduled visits

2. Choose scheduled visit; ‘Visit No’. The planned date is already
filled in, change if necessary. Click ‘Save’.

Next visit

Please specify i the next visit a regular o unscheduled visit in compliance with the study protocol.
Unscheduled visits are ignored during the generation of the regular visit plan

18} Scheduled visit: "Visit 5"
Unscheduled visit: | End of treatment

Date: 26 -12 -2012 dd.mmyyyy (CETICEST)

3. The next form will open automatically.

#* SAKK
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Adding unscheduled visits

1. Click ‘next visit’

2. Choose unscheduled visit: e.g. ‘End of treatment’. The planned
date is already filled in, change if necessary. Click ‘Save’.

Next visit

Please specify if the next visit a regular or unscheduled visit in compliance with the study protocol.
Unscheduled visits are ignored during the generation of the regular visit plan.

) Repeat previous group of planned visits: "Visit 8"

@ Unscheduled visit: | End of reatment

Date: 22 -03 -2013 ddmmyyyy (CETICEST)

3. The next form will open automatically.

#* SAKK
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Data Entry

33 Clinical Data Management fSAKK

Data entry

m All forms are entered online by the site staff, except forms SAE
and PRF

m In case of system breakdown, an ‘emergency E form’ (> SAKK
website) can be sent by fax

m The forms SAE and PRF are sent by fax and entered by SAKK
CC staff

m Never close a form, switch from one form to another, change the
browser page, use the ‘backwards’ function of the browser or
leave the computer without saving the data, otherwise the entered
data will be lost

34 Clinical Data Management f SAKK

11/7/2013
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Accessing patients

1 2
Mew patient

1) Click on ‘Reports’, choose ‘Patient overview’, choose patient
number (see Reports&Statistics)
» This function is only accessible from the welcome page

Reports Statistics
SAKK 08111 SAKK 08/11

2) Enter the patient number into the ‘Select’ field, press enter.

#* SAKK
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Access to forms

m Click on the form family icon in the visit plan

» The form opens immediately if the form family consists of
only one form.

> If the form family consits of two or more forms, an overview
appears at the bottom of the visit plan. Click the form icon
to open the form.

#* SAKK
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37

Saving data

[ cancel { [ Save Dicsave + dose emiy 1>

1) Click ‘save’ for started, but not completed data entry or for i]
buffering data
2) Click ‘save + close entry’ for completed forms M

» E forms have to be completed with “Save + close entry”
(see patient registration)

» Forms closed with “Save + close entry” by mistake can be
edited again by clicking “Reopen data entry”.

» Closing data entry is a trigger for monitors to perform SDV.
After SDV data can not be edited anymore, unless a query
is asked.

#* SAKK

Clinical Data Management

Unknown data

» Fill in data for each field on each CRF.

> If this should not be possible, there are three reasons why data
cannot be filled in:

not done
not applicable
unknown

> Some forms/question already have a choice to check one of the
three reasons (leave the field(s) empty and tick the reason)

Total bilirubin ULN Date ot done
® pmaliL @ pmoliL ® - - sammyyyy  \_©

> Wherever none of the three above reasons is provided, follow the
following guideline for unknown data >>

#* SAKK

Clinical Data Management
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Unknown data (numeric values)

1. Leave the field empty and click on ‘comment ‘.

Start date End date

fGse per day’ Is there a dose deviation? *Specify "toxicitylother’ here:
e - - dammyyy @ - - dammyyy  \© mg) © <Pleasechoose> e

2. Choose the appropriate field and write one of the three reasons as
comment (e.g. ‘unknown’), click save.

Comment  nul-1
b_administration 1: administration

3 Start date
3 End date
- Dose per day
Please enter your comment-
unknown
3 Is there a dose deviation?
3 *Specify ‘toxicity/other here:

39 Clinical Data Management f SAKK

Unknown data (numeric values)

3. Go back to form.
Notice

The comment has been added to the data.

[ Back to form ] [ Backto comments ]

» Commented fields are marked with a little red ‘c’ at the left of the
guestion-row.

e End date Dose per day Is there a dose deviation? *Specify 'toxicity/other here: Comment
S L ] @

ad.mm yyyy C] - - dd.mmyyyy (] mg © <Please choose > v

» Commented forms are marked with a ‘c’

40 Clinical Data Management f SAKK
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Unknown data (dates)

> Unknown day (dd):
If only month and year is known, fill in 15. as an estimated day
and add the comment: “estimated day” into the comment field (as
described for numeric values).

> Unknown day and month (dd.mm):
If only year is known, fill in 30.06. as estimated day and month
and add the comment: “estimated day and month” into the
comment field (as described for numeric values).

#* SAKK
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Unknown data (not values, dates)

> For text fields enter one of the three reasons into the field.

*Specify 'toxicitylother” here:
&

> For dropdown lists with none of the three reasons as an option
add a comment into the comment field (as described for numeric
values).

Is there a dose deviation? *Specify ‘toxicitylother’ here:
<Plea - @
<Please choose >
o

#* SAKK

42 Clinical Data Management

11/7/2013

21



Warnings

In case of inconsistent or missing data, a warning message is
displayed by the item when clicking ‘save/save+close’. The
data are not saved yet .

TR TRANSLATIONAL RESEARCH - URINARY STEROID METABOLITES
Please check marked entries before saving.
INSTRUCTIONS:

- During pretreatment evaluations (between day -14 and day 0; before any drug administration)
- 12 weeks after treatment start (day 1 of cycle 4)

URINE
Sampling date © 05 -09 -2012 ddmmyyyy
DRUGS
Input required
None @[]
Input required
ACEI/ARB am
‘Ca-antagonist @]
43 Clinical Data Management f SAKK
Warni

> Read all warning messages and check your data.

» Confirm the data by clicking ‘save/save+close’ again, your
data will be saved (except for form family E, see patient
registration).

» Saved forms containing missing or incorrect data are D
marked with a grey exclamation mark.

> In case of incorrect warnings, contact the SAKK CC.

#* SAKK
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Form Symbols

iy

Edit Visitplan | Patientfile | New patient | Select=

You can find an overview of the form symbols by clicking ‘help’ on
the visit plan screen.

D PDP: ODBPD O

Help - Form overview

without do-table These forms will not be stored in the database
not stored No data has been entered yet
ﬂ empty The form has been saved empty. Inthe form family at least one form has been stored
emply.
ﬁ] partially filled Atleastsome data has been entered but not all mandatory fields have been filled
i] completely filled All mandatory fields have been filled.
G‘ data entry complete The data entry is finished. This status does not display the underlying completion
0 standard form Used for the capture of normal data
0 Adverse Eventform For capturing data guring the workllow of Adverse Events.
1] Serious Adverse Eventform For capturing data during the handling of Serious Adverse Events
!D validation The rule validation of this form finished with problems (waming, error).
comment Atleastone comment has been posted

#* SAKK
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Extendable dropdown lists
Dropdown lists with a button ‘Others’ underneath are extendable:
1. The needed entry is not listed in the dropdown list, click ‘Others’.
© <Please choose > -
2. Check if the entry was already added before.
> SPiease choose S e
Seiecton <Please choose >  |)
diisler Monique
(If you clicked ‘Others’ by mistake, you can always go back to the original
dropdown list via ‘Selection’.)
3. If the entry was not already listed, fill in the new entry into the text field
and click on the grey arrow.
Iease choose> »
4. The new entry will be added to the list. Report wrongly added entries to
the SAKK CC.
46 Clinical Data Management f SAKK
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Repetition groups

» Elements with an indented header and buttons delete/more can
be repeated several times by clicking ‘more’.

A2 BASELINE HISTORY

Are thore any clinically significant diseases  © [J/No ) Yes, spacify below

ol
other than prostate cancer? Comment
Disease “Specify ‘other’: Eamment
@ <Please choose > - @ () nat active () active e
Disease. “Specify ‘other': Comment
@ <Ploasa choose > - © ") not active ) active =]
 Duiele
Disease “Specify ‘other’: Comment
@ <Pleass choose > - © 0 not active () active e
Dee
e

JE I SAKK

Catalogues

> In the AE form a catalogue with the CTCAE v4.0 is implemented
(see AE reporting).

1. ADVERSE EVENT

(o) System organ class (SOC) ef Comment
Term ©
(“If other, specify below}
*Speciy ‘other’ here: o Comment
Start date Grade Relation to treatment End date Hop
® | | dd.mmyyyy @ <Please choose > v @ <Please choose > » ® | | dd.mmyyyy Comment
| Daiat
Mo
Still ongoing at 30 days after treatment or prior to next treatment Comment t

©[](End date ot applicable)
[ cancel | [ save | [ Save+closeenty | VI Chck data

Date: 06,09.2012 (CEST)  Developer: Miriam Wegmann  Project. SAKK 0&/11 (05.09.2012 - 07:24:08 (CEST))  Centre: Spabey - 0811 Country:
al-D: glsddd  UPH; 0811_027 1. AE Adverse Event: 06,00 2012 (CEST)  Form famiy: Adverse Events  Form AE Adverse Event

0 cin o I SAKK

11/7/2013
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Scores

> Scores are automatically calculated data. Scores are calculated
when clicking on ‘Score’ or when ‘saving/saving + closing’ the
form.

Estimated creatinine clearance
@ W Ssee | 156 mbL/min > 40 mL/min

> Scores are often needed for checks/warnings. Those sections are
marked with the title ‘Calculated Values’, they are for internal use
only.

INSTRUCTIONS: This section only contains calculation steps. No information can be filled in.

Age [years] © WISSaL 53 years Comment
Age [days]  WISEE 19240 days days

Bilirubin ULN x 1.5 @ WsaEl 15 Comment
Bilirubin ULN x 3 @ BsEE 30

#* SAKK
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50

Unit Calculator

> For some lab values there is the possibility to convert lab values,
should you have other units at your site. Use ‘score’ to calculate
the asked conversion and add the calculated value in the
appropriate field above.

UNIT CALCULATOR

INSTRUCTIONS: This calculator can be used to convert lab values in case other units are used as standard at the site. Note that converted lab values have
to be entered manually in the upper part of the CRF.

Total bilirubin (mg/dL to ymol/L) Converted value Comment
=] ¢ mg/dL © WSl pmolil

Serum creatinine (mg/dL to ymolll)  Converted value Comment
=} mgfdL. © WSl ymol

#* SAKK
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AE reporting

51 Clinical Data Management fSAKK

AE reporting

m The investigator has to report all AEs according to the protocol

m The start and end date as well as any change in grading have to
be reported

m Baseline symptoms have to be recorded and followed during
treatment

52 Clinical Data Management f SAKK
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AE reporting

1. Click on ‘Adverse Events’ tab
2. Click ‘New Adverse Event’

Visit plan Adverse Events  Other Forms

New Adverse Event

3. Choose ‘Adverse Event’ and click ‘Continue’

New Adverse Event

[} Adverse Event

Cancel

S I SAKK

AE reporting

4. To choose the CTCAE term, click on ‘Catalog’

1. ADVERSEEVENT

(foaeny System organ class (SOC) Q] Comment

Term ®
("If other, specify below)

“Specify ‘other’ here: © Comment
Start date Grade Relation to treatment End date Help
c) [ | ddmmyyyy @ <Please choose > + © <Ploase choose > ~ e) | dd.mm yyyy Comment
| Delete
1 Mere |
Still ongoing at 30 days after treatment or prior to next treatment Comment

@[] (End date not applicable)

[ cancel | [ save | [ Savecioseenty | ¥ Check data

Dote: 06,00.2012 (CEST)  Developer. Miriam Wegmann  Project: SAKK 0B/11 (05.09.2012 - 07:24:08 (CEST)) ~ Centre: Sptatey - 0811 Country
Pal-D: gisd94  UPN: 0611027 1, AE Adverse Event: 06,00 2012 (CEST)  Form famiy: Adverse Events Form AE Adverse Event

I SAKK

54 Clinical Data Management

11/7/2013

27



55

AE reporting

5. Enter the term or a symptom into the ‘Search for’ text field and
click ‘Search’

CTCAE_4_03_2010-06-14_valid

@
»
P CTCAE V403 Mational Cancer Instiue Blood and lymphatic system dsarders
P CTGAE V403 Mational Gancer Institute GCardiac dsorders

» Alternatively, the right term can be manually chosen by
clicking on the arrows left to the SOC terms

b CTcAE V403 Natonal Cancer istinte Blood and hymphatic system disorders
b crcae Va0 National Cancer Institute Cardiac disorders
b CTCAE V43 National Cancer institute Congenital, famial and genetic disorders
b cTCAE VAG3  National Cancer institte Ear and labyrinth disorders
b crcaE V403 Natonal Cancer stiute Endacrae disorders
b CTCAE V403 National Cancer institte Eye disorders
b CTCAE V403 National Cancer institute Gastrointestinal disorders
@craﬁ VAO3  Naonal Cancer stiute General disorders and admaistration ste condtions
=

CTCAE Va3 National Cancer institute Hepatobiiary disorders

Clinical Data Management + SAKK
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AE reporting

6. Click on the term.

03_2010.06-14,_vedid

3 Entsocons 10018
3 Swvmrs or persistan abusmieal pae fever leus.
ereanen signs
b Tt A e characteiced by e of e cucun. 10045271
3 Sympromase fu.g. sbdomina pain, fever, change in
e Pabits with ) paritonesl iges
CICAE v Gererd donmiers
> Cancer  and somansiaon
e e
y chils fad by a samaan o 10008831
Fhysiciogic reaponse o vweating after  fever.
, Tavar sbove 10018580
e upper it of normal.
Flu e spmpioms A disarser ShAracianzad by 3 group of Spmpesms sisilar s Bose 100%8791
3

‘abaerved in pAeets With the L i TeVe?, A, By Bches,
malsive, lons of sppatite and dry covgh

CTGAE w400 Nosora e system
3 dnders

N ergi reaction P —— 10001758

s s rmen I SAKK
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AE reporting

7. The SOC and the term will be entered automatically into the AE

form

N

> In case of ‘other’ do not forget to specify

. ADVERSE EVENT

— System organ class (SOC) © Genezal disorders and sdministravion site condivions Comment
Term O Feyer
("IFother, specify below)
*Specify ‘other’ here: Comment
Start date Grade Relation to treatment End date He!
<) - - ddmmyyyy & <Please choose > + © <Please choose > ~ 2 - - dd.mm yyyy Comment

Still ongoing at 30 days after treatment or prior to next treatment Comment
©[J(End date not applicable)

Check data

Date: 06.09.2012 (CEST)  Developer: Miriam Wegmann  Project SAKK 06/11 (05.09.2012 - 07:24:08 (CEST))  Gentre: Sptabey - 0811
PabiD: glsd94  UPH: 0811027 1. AE Adverse Event 08.09.2012 (CEST)  Form famiy: Adverse Events  For

Gountry:
rm: AE Adverse Event

S I SAKK

AE reporting

8. Report start date, grade and relation to treatment

Start date Grade Relation to treatment End date ekl

e - - cammyyyy @ <Please choose > + © <Please choose > + B f ! gy Comment
Still ongoing at 30 days after treatment or prior to next treatment Comment
©[)(End date not applicable)

» In case of changing grade, enter an end date, click ‘more’ and
enter the new start date, grade and relation to treatment.

Start date Grade

Relation to treatment End date Help.
©01 -09 -2012 ddmmyyyy © 2-Moderate - © 1-Unrelated - 902 -09 2012 sammywy Gomment
[ Dde= |
Start date Grade Relation to treatment End date Hepp
©03 -09 -2012 ddmmyyyy & 1-Mild - © 1-Unrelated - ©05 -09 -2012 cdmmyyyy Comment
| Delete
[
Still ongoing at 30 days after treatment or prior to next treatment Comment
© [J{End date not applicable)

o cine o g I SAKK
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59

AE reporting - ongoing

9. a) AE is ongoing:
Leave the end date empty, ‘save’ and confirm the missing end date
by clicking ‘save’ again.

AE - Development 1
Inpul requeed
Stant date Grade Relation to reatment End date
@01 08 2012wy & 2-Moderata - © 1-Unelsted - @ sty
e

> A grey exclamation mark indicates that AE reporting is not
completed.

> As soon as one AE is filled in the tab color ‘Adverse Events’
changes to red.

Visit plan Adverse Events  Otherforms

1. "Fever” & B

Clinical Data Management f SAKK

60

AE reporting - resolved

9. b) AE is resolved:
Enter end date, click ‘Save+close entry’ and go back to the form

overview.

AE - Development 1
Start date Grade Relation to treatment End date el
© 01 -09 -2012 ddmmyyyy @ 2-Moderate M © 1-Unslated - © 02 -09 -2012 admmyyyy Comment

Dsie

AE - Development 2
Start date Grade Relation to treatment End date Heb
©03 -09 -2012 ddmmyyyy @ 1-Mild - & 1-Unrelated - ©05 -09 -2012 ddmmyyyy Comment

Dsite

hore

> The green color indicates the AE is complete.

Visit plan Adverse Events  Otherforms

1. "Fever” ° 0

New Adverse Event

Clinical Data Management f SAKK
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AE reporting - end of treatment

9. ¢) AE still ongoing 30 days after treatment

Leave the end date empty and tick the checkbox for ‘still ongoing’,
‘Save+close entry’ and go back to form overview.

AE - Development 1
Start date Grade Relation to treatment End date
@01 -09 -2012 ddmmyyyy © 2-Moderate A @ 1-Unrelated - <]

s
Wore

still ongoing at 30 days after treatment or prior to next treatment

mmmmmmm
@[V (End date not applicable)

» The form status indicates that AE reporting is completed.

visitplan Adverse Events  Other forms

1. "Fever” ° 0

New Adverse Event

61  Clinical Data Management f SAKK

AE reporting - unknown dates

If the exact dates for start and/or end date are not known,
enter the following dates:

» Start date: fill in the date one day after the last visit,
where the AE did not yet appear/where grade did not yet
change

» End date: fill in the date one day before the next visit,

where the AE did no longer appear/where the grade did
change

62 Clinical Data Management f SAKK
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Query Management

#* SAKK

63  Clinical Data Management

Finding queries

1 2
Mew patient

1) Click on ‘Reports’, choose ‘Query report’ or ‘Patient overview’,

check for queries
> Only accessible from the welcome page

Reports

Statistics.

SAKK 08/11

SAKK 08/11

2) Enter patient number into the ‘Select’ field, press enter, check for

queries.

#* SAKK
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Finding queries - Reports

uery report:
» All queries are listed.
» Filter them according to the status
! — Query answered
? — Query asked
v’ - Query resolved

Patient Centre Author e ed e ed Form Item

- <Al> - <All> - <All> - -~ <Al> - <Al - <All> -
248 fse702 Spitalxy - 0811 Wegmann 080212 E5 Laboratory Values - Absolute neutrophil count (ANC)

#249 fse702 Spitalxy - 0811 Wegmann 08.02.12 E4 Physical Examination - WHO performance status

87 wsb520 Spitalxy - 0811 Wegmann 28.06.12 280612 E{ Information on Patient Registration - Did the patient agree that urine samples and tissue

samples are being used in scientific studies for further research?

88 wsb520 Spitabxy - 0811 Wegmann 28.06.12 E1 Information an Patient Registration - Did the patient agree that samples/data may be used in as
of yet undetermined biomedical research projects without being informed in specific instances
and providing consent?

289 wsb520 Spitalxy - 0811 Wegmann 28,0612 28,0612 E2 Inclusion Ciiteria -

S I SAKK

Finding queries - Reports

Patient Overview:
» Find queries via symbols a

e
e | @ {2 eﬁ] 80000 aﬁ

vizms | ]
mk |e| e el pHed|e Mo M e &

o cinet o g I SAKK

11/7/2013

33



Finding queries — visit plan

Visit plan:
» Find queries via symbols a

Visitplan  AdverseEvents  Otherforms

Registration Pretreatment Visit 15d after vl Visit 3

Planned visits 08.08.12 08.08.12 230812 05.00.12
E_Eligibility ®@

A_Baseline ° ﬂ

B_Visit

L Lab ® ®
T_TumorAssessment o 0

QL_QualityOiLife o

C_Endoffreatment
F_Followp

TR Translational Researcl h o

#* SAKK
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Answer queries

1. Check query report (or patient overview), click on patient number
or go directly to the patient.

2. Check form status, open forms with the symbol for asked queries

2

3. Check for questions marked with a red ‘?’ on the left side

@ Serum creatinine IT] Date Comment

@ 25 pmollL @ 10%7L @ - - dd.mmyyyy Query

68 Clinical Data Management
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Answer queries

4. a) click ‘query’, choose the field and answer the query, save or

Serum creatinine.
= s Wegmann

14022012 - 2043 (GET)
Vslue missing. Pleass sl vaus of pronds ressn
fease anter your anawer here.

Answer Query + | Cancel | | Save
+ u
+ Dae

b) fill in the answer directly into the field.

O Serum creatinine ULN Date Comme
&)

222 10%1L @ dd.mm.yyyy Query

» Answered queries are marked with a little red ‘I’ at the left of the
question-row.

69  Clinical Data Management f SAKK

Answer queries

5. Provide a reason for the modification at the bottom of the form and ‘save
modification’.

eason for modification: | qpery

—
Cancel | |CSave modification

» Forms with answered queries are marked with a ‘I’

\
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Reports and
Statistics

#* SAKK

aaaaaaaaaaaaaaaaaaaaaaa

Reports & Statistics

» All reports are accessible from the welcome page by
clicking ‘Reports’

New patient | Select>

» You find all reports listed under the appropriate trial

Reports Statistics
111111111111111111

#* SAKK
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Reports & Statistics

» One most used report can be chosen under ‘my account’.
4@ essages | Import | Reports | New patient | Select>

Last name: * Wegmann
First name: Miriam

Tile:

Gender: @ Femae O Male
Phone:

Mobile phone:

Fax:

Email: miriam wegmann@sakk ch

Private location - Street:

Zipcode [City:
Country: “<Please choose > +

@ {SAKK 08/11 (UDB1T) - 1.0 Patient overview f v
Preferred language: eraT

» The link to this report will appear in the task bar on every screen

i 7.0 Palient overview iyncnuum | Messages | import | Reports | New patient | Select>

I SAKK

73 Clinical Data Management

1.0 Patient overview

7 Spitatey - 0811

Fin Fin
- - , Endol | End of FU afior | Addidonal | Addidonal | Othor | Adverse
Visit3 | Visit4 | Vise 5 | Visit4 | Visie5 | Visie6 | visin7 [ Endof absence of | absence of | 74 "

PreiD: ent forms | Events

Vit 1 | 1l

ool | o 00,00
ﬁ) L @. @—J @.—ﬂ@—“@—“@—J@_ (i‘—“ E-J_ﬂ

ewent event

mjuz

» Summary of the form status

» The level of detail can be chosen in the header

» Explanation on the symbols can be found via the ‘help’ of the visit
plan (see data entry)

» Click on a patient number, the form overview of the patient will be
opened

I SAKK
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2.0 Query report

2.0 Query report (13 Queries)

<All> v <Al> v <All> v <Al> > <Al> v <Al> v <Al

D ! m#248 fse702 Spitalky - 0811 Wegmann 08.02.12 ES Laboratory Values - Absolute neutrophil count (ANC)
b 7 m#249 fse702 Spitabxy - 0811 Wegmann 08.02.12 E4 Physical Examination - WHO performance status
D M#287 wsb520 Spitalxy-0811 Wegmann 28.06.12 28.06.12 E1 Information on Patient Registration - Did the patient agree that urine samples and tissue

samples are being used in scientific studies for further research?

D 7 M#288 wsb520 Spitabey-0811 Wegmann 280612 E1 Information on Patient Registration - Did the patient agree that samples/data may be used in as
of yet undetermined biomedical research projects without being informed in specific instances

and providing consent?
D v M#289 wsb520 Spitabxy-0811 Wegmann 28.06.12 28.06.12 E2 Inclusion Ciiteria -

» Summary of open, answered and resolved queries

? = open query

I = answered query
v’ = solved query

x = recalled queries

» The report can be sorted by clicking on the column name
» The report can be filtered with the dropdown items

75 Clinical Data Management

#* SAKK

Accrual

Close

Print

Acerual

» The accrual data can be exported into excel

L E [c[ o] E]
W [Project | SO
_2 [Date 7.09.2012 - 02:30 (CEST)
_ 3 |Accrual
|
5 | 01.00 [02.00]03.0004.00
6 |Spitalxy - 0811] Al o of o

76 Clinical Data Management
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Guidelines, Training
& Support

77 Clinical Data Management fSAKK

Guidelines

» This trial specific manual can be downloaded from download area
of the welcome page (see access to secuTrial®) .

» A General user manual can be found in the members section on
the sakk website under ‘guidelines & documents’.

» Where applicable, use the ‘Help’ buttons on the right side of the
questions for data entry guidelines.

ASSESSMENT OF ANALGESICS

INSTRUCTIONS: Evaluate the consumption of analgesics during the last 24 hours befors the visit on day 1 of cycle 2-7. Enlist the analgesics according to

the WHO analgesics ladder and report the highest code (for further specifications click the button ‘hefp). . Comwe

WHO analgesics pain ladder code @ <Please choose > -

Not applicable (trial treatment duration is 26 &
months)

HELP: WHO analgesics ladder
Code Type Examples
0 noanalgesics -

78 Clinical Data Management f SAKK
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Training

1) Open the following link:
https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-
DataCapture.woa/wa/choose?customer=SAKKD

TESJ ENVIRONMENT

> Make sure you are in the ‘Test Environment’ (green logo with red
writing ‘test environment’, green background an forms)

79 Clinical Data Management f SAKK

Training

2. You can log into a training platform with test data with
User-ID: ‘trainSite’ and password ‘training12’

Y

You are logged into a test database.

The trial set up for training is fictional and consists of
the most commonly used forms.

» Be aware that changes or interruptions are possible
and test data can be overwritten or deleted.

Y
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https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=SAKKD
https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=SAKKD
https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=SAKKD
https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=SAKKD
https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=SAKKD
https://secutrialdev.sakk.ch/apps/WebObjects/ST21-setup-DataCapture.woa/wa/choose?customer=SAKKD

Support

Contact the trial coordinator at the SAKK CC in case of:
> wrong warnings

needed support

needed additional training

login failure

wrongly entered patient

YV VYV VY

v

Your request will be processed by the trial coordinator or
forwarded to the clinical data management team.

81  Clinical Data Management fSAKK

11/7/2013

41



