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In case you log into the system using a public Internet point provider or a shared computer, we advise you to
make sure that nobody can actually see your user id and password while you fill them in and to clear your
browser’s cache when you end the session. We also advise you to change your password next time you
access the system from your own computer. We recommend the App Webcom® for maximum security
without inserting code and password, but using their smartphones.

Ver 1.0

1.1 How to access the system

Start the Web browser installed on your computer (e.g. Internet
Explorer, Firefox, Safari, Opera, Chrome) and type on the
address bar the URL address of the eTrials® platform to which
you would like to access:

www.etrials.it/name_user

We have used a demo environment for this tutorial setting.

END OF SUBJECTH

In order to speed up the Log In procedure you can add the eTrials®
= website address to your browser’s bookmarks.
We also advise you to add the eTrials® bookmark to the Favorites
Toolbar.
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You are accessing the web based ClinicOnline® eTrials® platform for clinical trials data management.
In order to guarantee the utmost data security, please notice the following advice before continuing:

ENVIRONMENT HARDWARE BROWSER PASSWORD
Do not expose data Check whether Turn off all If you have used the system
to unauthorized users, needed security procedures, password remembering-functions, from a public computer,
particularly whenever you tap as antivirus and firewalls, disable automatic access data change your password next ime
your user id code and password have been used and request them functions and log out you access the platform
in the platform if not present already gt the end of each session from a secure computer

\/ \/
(

\/

All data within the platform are treated in accordance with privacy regulations 0

N/

(ref. Italian Personal Data Protection Code — LD 196/2003) n
and encrypted using a 128-bit digital encryption certificate. d

SINAPTICA

0 The eTrials® web platform has been designed to offer the maximum data transfer security. Indeed, the
HTTPS security protocol is active since the first window.

Ver 1.0

1.2 How to select your language

The system access pane reminds Users of the behavioral
approach that allows them to enhance the inner security
characteristics of eTrials®. The system automatically identifies
the browser language and proposes one of the available ones.
You can change the language by selecting the appropriate icon
(A).

To access the system select the Access the System function
button (B).

The system also displays two different links: one to the

www.sinaptica.it website (C) and a second one to the 128 bit
VeriSign Digital Certificate (D).

END OF SUBJECTH
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4 > ][] [+ ] sinaptica T sr1.@ woww sinaptica ’ O eTrials® automatically proposes two different ways of logging in:

User ID

Password

* The first, using the QR-Code (A), which can be read using the
WebCom® App from your smartphone. After having set up
your own User information in the App, you can access the
platform without needing to use your User ID and Password.

* The second, (lI) consisting of the classical log in modality
providing your User ID and Password and selecting the Login
function key to access the system.

System manager and administrator: Dr. Bruno Monti

SraPTICAN Select Access via WebCom to see the QR-Code login steps.

END OF SUBJECTH

Most recent web browsers ask users whether they want to save their User id and If you have forgotten your password just click on the following hypertext link to ask for a
password. This is an option that we strongly encourage you not to choose as it makes new one: 'l forgot my password!' and follow instructions.

these two elements —whose secrecy is essential to gquarantee data security and

users’ privacy—, potentially available to third parties

Ver 1.0 9
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N ‘ (1)) close session

Dr. Mario Rossi

2(6)

CLINICAL TRIALS
QUERY
ADDRESS BOOK

m 1 new query
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Hello Dr. Mario Rossi

You are authorized

Today, in Rome, is Friday 20 September 2013 and it is 9:36

Clinical Trials online: 3

DEMO Phase | - eTrials DEMO Phase | [ Planner |

New Patient Registration

(Y31 . =@
eee Groups:2 @ Patients: 7 CRF:19 U Query: 0

Bologna: 4 pat, 12 crf 33833138 :3 af not yet closed: 1

Roma: 2 pat, 7 crf 38507820 : 4 crf closed and signed: 3
45271279 : 4 af validated: 15
49576546 : 1 crf rejected: 0
65171639 : 0 crf

DEMO LAL - eTrials DEMO Studio LAL

New Patient Registration
U Query: ’

e0000 ) =@
eeeo Groups:1 @ Patients: 3 CRF:1

Bologna: 1 pat, 1 crf 74407021 : 1 crf not yet closed: 1
93067299 : 0 crf closed and signed: 0
96915261 : 0 crf validated: 0
rejected: 0

DEMO Oss - eTrials DEMO Studio Osservazionale

New Patient Registration

eee Groups:2

2.1 Structure and functioning

Once you have logged in, the system displays the eTrials®
Homepage, in which workspace is divided into two different
areas.

On the left, the navigation area with keys and buttons that allow
you to access the different functions of the system (l).

On the right, the working area (Il).

CONTINUES »
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\ help desk

’_,. change password

Q)lclose session

Dr. Mario Rossi

Template

m 1 new query

\_ Y,

2.1 Structure and functioning

In the navigation area there are three different sections:

I User's Area. It displays the logged in operator information and eTrials®
operator’'s management functions: by clicking on his/her name or on the
image you will access to his/her personal data.

Il Menu Area. Where you will find buttons and keys to activate eTrials®
functions:

* Home.

» Patients.

* CRF Templates.

* CRF.

* Clinical Trials.

* Query.

* Forum.

* Address book.

lll Messages Area. Where you will find queries notices.

CONTINUES »



TrMNALS®

CHAPTER 2 - HOMEPAGE

INVESTIGATOR’S USER GUIDE

Clinical Trials online: 3 \/

DEMO Phase | - eTrials DEMO Phase |

New Patient Registration

ooo Groups: 2 @ Patients: 7 R

Bologna: 5§ pat, 16 crf 33833138 : 3 af not yet closed: 0

Roma: 2 pat, 7 crf 38507820 : 4 crf closed and signed: 7
45271279 : 4 crf validated: 16
49576546 : 1 crf rejected: 0
65171639 : 4 crf

U Query: 2
to read: 0

to answer: 1
Planner

answered: 1
G Query: 0

CRF: 23

DEMOk ,K eTrials DEMO Studio LAL

New PatieE Registration

eee Groups:1 @ Patients: 3 n

Bologna: 1 pat, 1 crf 74407021 : 1 crf not yet closed: 1
93067299 : 0 crf closed and signed: 0
96915261 : 0 crf validated: 0
rejected: 0

DEMO rials DEMO Studi azionale

New Patien #r»ation \ /v \ /
ee0ee ) =@

eee Groups:2 Patients: 8 s CRF: 31

Bologna: 4 pat, 10 crf 11206795 : 1 crf not yet closed: 17

Roma: 4 pat, 21 crf 12624031 :5 crf closed and signed: 9
23143441 : 1 af validated: 0
29711892 : 18 crf rejected: 5
61095711 : 1 crf

CRF:1

N/
@ewzs

to read: 0
to answer: 1
answered: 2

o By selecting any of the fields in the Groups, Patients or CRF lists, the system immediately
shows you the corresponding active case report forms (CRF). This solution prevents from
having to go through the Search tool of the CRF function or through the Patients tool to
search for active forms.
By selecting any of the fields in the Query list and without going through any other search
engine the system immediately displays Operator related Queries.

Ver 1.0

2.1 Structure and functioning

In the working area, you will find the info pane that summarizes the main
activities of the logged in operator.

Clinical Trials online (A) shows you the number of clinical trials to which the
operator has been associated. For each authorized study, the following
information is listed:

* Clinical trial code and description (B).

Function button to register a new patient (C).

A key to access the Planner of the related clinical trial (D).

Clinical trial Groups to which the operator has been associated (E).

Clinical trial patients with which the operator is authorized to work (F).
Patient's active CRF forms with which the operator is authorized to work
(G).

Clinical trial queries sent to addressees that have been associated to the
same group the operator has (H).

Furthermore, for each Group, Patient and CRF you will find the number of
active CRFs, which means, the forms the operator is actually authorized to
work with:

» The Group list reports the number of patients and active CRFs per Group.

» The Patients list reports the number of active CRFs per Patient.

» The CRFs list shows the total number of active CRFs, listed according to
their approval status (not yet closed, closed and signed, validated,
rejected).

In what Queries concern, it is also stated the number of Queries related to

the groups pertaining to the operator, listed according to their status (to read,

to answer, to solve, solved).

END OF SUBJECTH
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2.2 Views

Views in eTrials® allow you to see and check patient's main
data related to a specific clinical trial. In these views it is
possible to display values from fields coming from different

ClinicOnline: eTrials

Clinical Trials online: 3 \ /

, forms.
e DEMO Phase | - eTrials DEMO Phase | [ Views |
- , New Patient Registration
4 § change passwon
y O a5 Groups:2 @ Patients:8 [ CRF:25 G Query: 3 To access this function you simply need to click the Views (A)
a ... CR
Dr. Mario Rossi Bologna: 5 pat, 16 crf 33833138: 3 crf not yet closed: 1 to read: 0 key N the Home page .
. w £ e Roma: 2 pat, 9 crf 38507820 : 4 crf closed and signed: 8 to answer: 1
; S | — 45271279 : 6 crf validated: 16 answered: 2
49576546 : 1 crf rejected: 0
65171639 : 4 crf
DEMO LAL - eTrials DEMO Studio LAL CONTINUES»

New Patient Registration

ee®e Groups:1 @ Patients: 3 CRF: 1

Bologna: 1 pat, 1 crf 74407021 : 1 crf not yet closed: 1
93067299 : 0 crf closed and signed: 0
96915261 : 0 crf validated: 0
rejected: 0

" ADDRESS BOOK DEMO Oss - eTrials DEMO Studio Osservazionale

New Patient Registration

eee Groups:2 @ Patients: 8 CRF: 31 m Query: 3

Bologna: 4 pat, 10 crf 11206795 : 1 crf not yet closed: 17 toread: 0
Roma: 4 pat, 21 crf 12624031 : 5 crf closed and signed: 9 to answer: 1
23143441 : 1 crf validated: 0 answered: 2

29711892 : 18 crf rejected: 5
61095711 : 1 crf

o The Views key (A) is visible only if at least one view for the given study is present and active.

Ver 1.0 10
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ClinicOnline: eTrials

Ver 1.0

N

Close Refresh

Clinical Trials | eTrials DEMO Phase | +

View

2.2 Views

After having selected the Views key from the Homepage, the
system shows the search pane (l), in which the appropriate
clinical trial has already been selected.

In the drop-down menu field (A) you will find the active views
for the selected clinical trial.

CONTINUES »

11
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o To be able to create the views and/or implement related filter, the operator needs to be authorized and to

Clinical trials: Views

Close
Clinical Trials eTrials DEMO Phase |+
View PHASE | Dose Level 1+

Group

Last modification date # | | = : s)loc +| 2013 @

Patient Status &’ not yet closed V closed and signed

W validated

Refresh

x rejected

oo

Patients Informed consent Date informed consent Date first dose

33833138 1yes ¥ 26/08/2013 v 27/08/2013 v

38507820 1yes ¢ 19/09/2013 ¥ 19/09/2013 ¥

45271279 1yes ¢ 01/08/2013 ¥ 06/08/2013 v

49576546 1yes ¢ 31/10/2013 ¢

Date last dose

19/09/2013 v

19/09/2013 v

23/08/2013 v

Daily dose

25mg ¥

25mg ¥

25mg ¥

Blasts

48% v

7%V

3M1% ¥

have at least a level 2 access (read and write).

Ver 1.0

2.2 Views

Once the view has been selected, the system shows the table

(I) where it is possible to set search filters according to the

following criteria:

* Clinical Trial: in the drop-down menu the system shows the
clinical trials to which the Investigator has been associated.

* View: a drop-down menu that allows you to select the
appropriate view.

» Group: the system shows the groups to which the Investigator
has been associated.

« Date or dates interval of the CRF: last change, opening,
closure, validation, rejection, event.

 Patient: patient's reference code.

* Form status: not yet closed, closed and signed, validated,
rejected.

The first column of the view (ll) shows the identification codes
of patients, which can be selected to filter the results of the
views for that given user.

By selecting each single value in the columns after the first one,

the list of present data is displayed; and selecting these the
appropriate form gets opened.

END OF SUBJECTH
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help desk
change password

1)) close session
A ‘

Dr. Mario Rossi

2(6)

Template

CLINICAL TRIALS
QUERY
ADDRESS BOOK

m 2 new queries

Ver 1.0

¢ reae ] (O]

DEMO Phase | - eTrials DEMO Phase |

New Patient Registration

eeeo Groups:2

@ Patients: 8

Bologna: 5 pat, 16 crf
Roma: 2 pat, 7 crf

33833138 :3 af
38507820 : 4 crf
45271279 : 4 of
49576546 : 1 crf
65171639 : 4 arf

DEMO LAL - eTrials DEMO Studio LAL

New Patient Registration

eeeo Groups:1

@ Patients: 3

Bologna: 1 pat, 1 crf

74407021 : 1 cf
93067299 : 0 crf
96915261 : 0 crf

=@

CRF: 23

Clinical Trials online: 3 \

Q Query: 3

not yet closed: 0
closed and signed: 7
validated: 16
rejected: 0

CRF: 1

not yet closed: 1
closed and signed: 0
validated: 0
rejected: 0

DEMO Oss - eTrials DEMO Studio Osservazionale

New Patient Registration

eee Groups:2

@ Patients: 8

Bologna: 4 pat, 10 crf
Roma: 4 pat, 21 crf

11206795 : 1 arf
12624031 :5 of
23143441 : 1 of
29711892 : 18 crf
61095711 : 1 crf

=®

pe CRF: 31

to read: 0
to answer: 1
answered: 2

Q Query: 0

m Query: 3

not yet closed: 17
closed and signed: 9
validated: 0
rejected: 5

to read: 0
to answer: 1
answered: 2

2.3 Planner

The Planner is a productivity tool of the Patients function. It
graphically displays the state of progress of a given study with
all enrolled patients. It allows selecting their appropriate forms
with their status (not yet closed, closed and signed, validated,
rejected).

To access the Planner you simply need to click the Planner
button in the Homepage (A). The Planner of the clinical trial for
which the appropriate key has been pressed is displayed.

CONTINUES »
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ClinicOnline: eTrials 1 Clinical Trials +

Clinical Trials: Planner A
Close \ / Refresh
DEMO Fase | - eTriaIs\ /‘o Fase |
Groups: 2 [ All groups... #] Status: v éy not yet closed v V closed and signed v V validated v x rejected
i DOSE LEVEL 1 DOSE LEVEL 2
Patients (6) IND VAL CONS IND VAL CONS
\ /CHK BAS g1 ci ci c1 ci c1 | e
25427224 S5cf @ o 1V \ 74 {4
28352333 i @ v ¥ ¥ ¥ ¥
29536110 borf @F ¥R ¥ \ 4 v v
44484383 tof @ o
47118355 3of @ 2 .4 v
63203713 dof G 2 4 \ 4 14

Ver 1.0

. By selecting the icon (E) you can immediately create a new form for that patient, directly from the Planner.

2.3 Planner

After having selected the Planner button, the window here
depicted will be shown.

From this window you can have a general overview of how
study patients are doing.

In case the operator belongs to more than one group, you can
select the appropriate one (A). You can also search per Patient

(B) or per Form status (C).

In the first column to the left, you can see Patient's codes and in
the following ones the present forms and their status.

In the line identifying the patient (D) it is possible to select each
status icon and, thus, automatically open the appropriate CRF.

END OF SUBJECT m

14



CHAPTER 3

PATIENTS




TrMAULS CHAPTER 3 : PATIENTS

INVESTIGATOR’S USER GUIDE

3.1 How to register a Patient

LReadec (O A new Patient can be registered in two different ways:
m'* 1. Through the New Patient Registration function button (B)

Clin 5 online: 3

\/ within the operational area (ll).
DEMO Ph se | - eTrials DEMO Phase | 2. Selecting the Patients key (A) in the Menu area within the

New Patient Registration

=) navigation area (l).
G 12 Patients: 8 CRF: 23 Query: 3
eee Groups @ atients . Q uery

CRF

Bologna: 5 pat, 16 crf 33833138 :3 af not yet closed: 0 to read: 0

@ Roma: 2 pat, 7 crf 3ssoTsa0 - ded closed and signed: 7 to answer: 1 The first method allows you to register a Patient by immediately

49576546 : 1 crf rejected: 0

65171639 : 4 of associating him or her to a given clinical study.
DEMO LAL - eTrials DEMO Studio LAL

c:. = T — The second, allows you to do this once after you have
s m Groups: 1 @ Patients: 3 CRF:1 Q Query: 0 registered the Patient.

Bologna: 1 pat, 1 crf 74407021 : 1 crf not yet closed: 1

CLINICAL TRIALS 93067299 : 0 crf closed and signed: 0

96915261 : 0 crf validated: 0

QUERY rejected: 0
ADDRESS BOOK DEMO Oss - eTrials DEMO Studio Osservazionale

New Patient Registration

o‘o Groups: 2 @ Patients: 8 CRF: 31 m Query: 3

Bologna: 4 pat, 10 crf 11206795 : 1 crf not yet closed: 17 to read: 0
Roma: 4 pat, 21 crf 12624031 :5 of closed and signed: 9 to answer: 1
23143441 : 1 af validated: 0 answered: 2
29711892 : 18 crf rejected: 5
61095711 : 1 crf

CONTINUES »

m 2 new queries

Ver 1.0 16
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ClinicOnline: eTrials 1 Clini: als
Patients: New

Cancel Save

Select the group and click "Save" to confirm new patient registration

Clinical Trials eTrials DEMO Phase |

Group — Roma

-

o It can be noticed in the window that the clinical trial has already been automatically associated, having
chosen the fast registration procedure from the Homepage for the given study.

Ver 1.0

3.1 How to register a Patient

After having selected the Register New Patient function button
in the Homepage, the system shows the Patients: New pane.

This pane allows you to:
« State the group to which the patient belongs (C).

» Cancel the operation (A).
» Save the information and go on with the registration (B).

CONTINUES »
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N

0 The operator with access level 4, that is with administrator's privileges, has the possibility to manage the

patients access to the platform.

Ver 1.0

Close Create New Form Save

74678933

1111 T e

Name A. (@anonymous)
Family name A. (anonymous)

[CO*) 458677 - Roma
Users groups
Select to add +

e eTrials DEMO Phase |

Clinical Trials | ;joct 10 2dd

Select to delete

3.1 How to register a Patient

Once we have selected the function button Save in the previous
screen, the system automatically proposes the Patient's contact
details where the appropriate numerical Code is given (A). This
code is unique to this patient in the whole system. The wording
A. A. is used instead of the patient’'s name and family name so
as to keep privacy and anonymity in the platform.

Furthermore, this window allows you to complete the profile of
the new Patient by filling in further data according to the
operator's privileges:

* Linking a Patient to other Groups (B).

* Linking the Patient to one or more Clinical Trials (C).

From this form it is already possible to create a new form for the
given Patient (E).

Once these operations have been completed, you can close the

window by using the Close function button (D).

CONTINUES »
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Patient: Save i

Close Create New Form

Ver 1.0

Name
Family name A.

Groups

Clinical Trials

e Roma

e eTrials DEMO Phase |

Back

74678933
2 AT 62o0e o
A.

3.1 How to register a Patient

Selecting the Save function button in the previous window, you
will see the image on the side that sums up the information
entered for the Patient.

The previously entered name and family name are left out for
privacy reasons and will not be registered in the system.

From this window as well, it is possible to directly and easily
create the forms foreseen in the study flow without any further
steps, thanks to the Create New Form function button (A).

END OF SUBJECTH
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Info

Clinical Trials online: 3

DEMO Phase | - eTrials DEMO
New Patient Registration

eeoeo Groups:2 Patients: 8

Q Query: 3

Bologna: 5 pat, 16 crf 33833138 :3 af not yet closed: 0

Roma: 2 pat, 7 crf 38507820 : 4 crf closed and signed: 7
45271279 : 4 af validated: 16
49576546 : 1 crf rejected: 0
65171639 : 4 arf

DEMO LAL - eTrials DEMO Studio LAL

New Patient Registration

oﬁo Groups: 1 @ Patients: 3 CRF:1
Template [ ]

Bologna: 1 pat, 1 crf 74407021 : 1 crf not yet closed: 1

CLINICAL TRIALS 93067299 : 0 crf closed and signed: 0

96915261 : 0 crf validated: 0
QUERY rejected: 0

ADDRESS BOOK

DEMO Oss - eTrials DEMO Studio Osservazionale

New Patient Registration

eee Groups:2 @ Patients: 8 =8 CRF: 31
[ "]

CRF

to read: 0
to answer: 1
answered: 2

Q Query: 0

m Query: 3

Bologna: 4 pat, 10 crf 11206795 : 1 crf not yet closed: 17

Roma: 4 pat, 21 crf 12624031 :5 of closed and signed: 9
23143441 : 1 af validated: 0
29711892 : 18 crf rejected: 5
61095711 : 1 crf

to read: 0
to answer: 1
answered: 2

m 2 new queries

o To see all patients to which an operator can access you only need to select the button Patients (B) in the

navigation area and search without any filter, by selecting the Search function button.

Ver 1.0

3.2 How to search a Patient

eTrials® allows you to search a given Patient among all the
patients to which an operator can access in a fast way.

You can do this in two different ways:

1. Directly from the Homepage where all patients per study are
shown (A).

2. Selecting the Patients key (B) in the navigation area (1).

You can search one Patient or a group of patients to access
their Patients’ form or to their CRFs.

By directly taping the Patient's code in the Homepage you can
access the window that allows you to see all forms linked to
him/her.

CONTINUES »
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After having selected the patient's code, in the previous
windows, eTrials® shows a pane with the following (l):

1. Patient code.

_ 2. The possibility of creating a new form (A).

NewForm Refresh 3. The Patient’'s CRF TimePlan (B).

@ o, 4. The window to search CRFs (ll) with different filters (e.g. by

D i Clinical Trial DEMO Phase | - eTrials DEMO Phase | form, group, etC_)_

1)) close session Timeslot
A ‘ 2 3

Dr. Mario Rossi

‘}71 = ‘ ‘i‘ = Sinaptica IT s.r.l. @ www.sin_a

ClinicOnline: eTri e : ~ Clinical Trials

@all

oBoRiD In the Results pane (lll) the system shows all forms searched

@ o | @ and associated to the patient with their status and the possibility
AR A ¥ of opening the CRF and/or creating a PDF version.
N

Form
Group
Template Clinical data item | search clinical data item...

“

CLINICAL TRIALS | Status & not yet closed ¥ closed and signed ¥ validated ¥ rejected
Download File digital signature
QUERY VIEW OPTIONS
T Sort tby

ADDRESS BOOK See Comments Correct Values Attachments

END OF SUBJECTH

Mode @®PDF ()Correction

Results: 4
Form Date

19/9/2013
sor | CONSOLIDATION LEVEL 1 CYCLE 1 W Lo o ciosed)

IQ 2 new queries (Roma) (1;3; 13 Rossi Dr. Mario

Ver 1.0 21
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ClinicOnline: eTrials

1 ClinicOnline: eTrials

Patients: Form

Close Create New Form

45271279

Name A. (@anonymous)
Family name A. (anonymous)

[CO*) 458677 - Roma
Users groups

Select to add +

e eTrials DEMO Phase |

Clinical Trials | ¢ joct 10 2dd

Select to delete

A VaAY
= RPN & g0 vewo

CHAPTER 3 - PATIENTS

3.3 How to manage a Patient in the
system

eTrials® allows you to manage a Patient through the
appropriate contact details pane. The operations allowed are:
assigning/deleting Groups and Clinical Studies to which the
operator belongs.

Once the desired Patient has been found through the
procedure reported in paragraph 3.2 (How to search a Patient),
you can access the Patients: Form pane that
allows you to see - and when allowed, to modify studies and
groups to which the patient has been associated.

The Badge link (A) next to the bar code shows a Patient
identification badge, which can be printed out.

The system puts the Memo tool at the Investigator’'s disposal
(B). Clicking on Memo the system puts at hand (so as to open
or save, according to your computer preferences) an Excel file
(.xIs) containing the patient's information.

END OF SUBJECTH
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BN/

(=)

atw | EOE

w g CRF

CLINICAL TRIALS
QUERY
ADDRESS BOOK

m 2 new queries

Ver 1.0

Info

Clinical Trials online: 3

DEMO Phase | - eTrials DEMO P

New Patient Registration

Bologna: § pat, ~
Roma: 2 pat, 7

N

DEMO LAL - eTrials DEMO Studio LAL

New Patient Registration

eeeo Groups:1 @ Patients: 3
[ "]

33833138

eeoeo Groups:2 @ Patients: 8
[ ] B -w £

3 af
38507820 :
45271279 :
49576546 :
65171639 :

4 crf
4 crf
1of
4 crf

=@

CRF: 23

Q Query: 3

Bologna: 1 pat, 1 crf

74407021 :

93067299
96915261

1 crf
0 crf
0 crf

not yet closed: 0
closed and signed: 7
validated: 16
rejected: 0

CRF: 1

not yet closed: 1
closed and signed: 0
validated: 0
rejected: 0

DEMO Oss - eTrials DEMO Studio Osservazionale

New Patient Registration

eeeo Groups:2 @ Patients: 8
[ ]

Bologna: 4 pat, 10 crf
Roma: 4 pat, 21 crf

11206795 :
12624031 :
23143441 :
29711892 :
61095711 :

1af
5 crf
1 cf
18 crf
1 crf

=®

pe CRF: 31

to read: 0
to answer: 1
answered: 2

Q Query: 0

m Query: 3

not yet closed: 17
closed and signed: 9
validated: 0
rejected: 5

to read: 0
to answer: 1
answered: 2

4.1 How to insert a CRF

eTrials® offers three different ways to insert a CRF:
 Directly from the Homepage (A).

* From the Patients key (B).

* From the CRF key (C).

From the Homepage - If you are not actually seeing the

Homepage, select the Home button (A) from the menu within

the navigation area:

» The system shows you the list of active Patients (D) and their
total number.

* You can simply select the Patient's code (E) to open a new
CRF associated to that patient.

CONTINUES »
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help desk

change password

1)) close session

e
N

A
Dr. Mario Rossi

=®

Template

CLINICAL TRIALS
QUERY

ADDRESS BOOK

ClinicOnline: eTri

m 2 new queries

Ver 1.0

¢ [Readec (O]

New?urm

@

Clinical Trial

Form
Group

Status
Download File

VIEW OPTIONS

Sort 1st by
See

Mode

45271279
A. A. (patient)

DEMO Phase | - eTrials DEMO Phase |

Timeslot

2 @all
M 1 n
of ] e

W1 W

Clinical data item | search clinical data item...

& not yet closed ¥ closed and signed
digital signature

Comments Ce Values

@®PDF Correction‘ -~

: r Clinical Trials I --

Refresh

¥ validated ¥ rejected

Attachments

Results: 4

Form

por | CONSOLIDATION LEVEL 1 CYCLE 1

(Roma)

Date

@ 19/9/2013
4 19/9/2013 14:22 (closed)
(1;3; 1} Rossi Dr. Mario

4.1 How to insert a CRF

In this window you will see a list of all forms (I) related to the
selected patient and you may insert a new one selecting the
New Form button (A).

There is a quick link to access the patient's Planner (B) as well
as the TimePlan (C), which offers a summary of active forms

and their status to ease management according to the study
flow set up.

CONTINUES »

25



CHAPTER 4 - CRF

INVESTIGATOR’S USER GUIDE

4| > ||+ | | @ [sinaptica IT s.r.l. @ www.sinaptica.it

Cancel

ClinicOnline: eTrials 1 CR: f Clinical Trials

Patient: 45271279

Clinical Trial: | DEMO Phase | - eTrials DEMO Phase | *

Form name:

A. A. (patient)

Roma =
Information: Least Form: {1; 3; 1} CONSOLIDATION LEVEL 1 CYCLE 1
FOLLOW-UP {0; 0; 2} reusable
OFF TREATMENT g o; 3;

Notice the list of forms. This window presents only the forms that you are able to create according to the
study, its study flow and to the operators access permission.

4.1 How to insert a CRF

Selecting the New Form button in the previous window, eTrials®

displays:

» The identification details of the patient.

* The clinical trial in which he or she is enrolled.

* The group to which he or she belongs.

» The last form inserted for this patient.

* The only forms that can be inserted for this patient (A)
according to the study flow.

Once you have selected the form to be inserted, click the
Create function button (B).
At this point, eTrials® allows you to fill in the form.

END OF SUBJECTH
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New Form
Clinical Trial
Patient

e hengepasswod Group

(1)) close session search in the field... B
[ ‘ Search key search clinical data item...

Dr. Mario Rossi min. max.

Last modification date * =

Download PDF digital signature

VIEW OPTIONS

Status 7 not yet closed ¥ closed and signed ¥ validated ¥ rejected

only out of range values

s|(sep +]l2013 |3

{. Sort 1st by
Template

CLINICAL TRIALS
QUERY
ADDRESS BOOK

o To find all the CRFs to which a given operator
can access, you simply need to press the =
function button Search (B) without selecting any
filter.

Ver 1.0

eTrials® lets you reorder results by: Patient,
Form name, Event date, Opening date, Last
modification date, Closure date. Besides,
selecting the appropriate flags, it is also possible
to visualize, in addition to the information that the
system shows by default, potential Comments,
Correction, Values and Attachments.

4.2 How to search a CRF

1. Selecting the CRF key (A) in the Menu area within the
navigation area (1).

2. The system displays the CRF pane (ll), where it is possible to

set search filters according to the following criteria:

* Clinical Trial: in this drop-down menu the system shows the
clinical trials to which the Investigator has been associated.

» Form: after selecting the study you can also select a form.

 Patient: fill in the Patient's code you wish to find.

» Group: in this drop-down menu the system shows the groups
to which the Investigator has been associated.

» Key search. It allows to filter CRFs according to:

- Values and key words in the Form, Notes, Changes and
Content (Form, Comments, Correction and Content), or
according to an specific ID within the form.

- Clinical data item (it is also possible to specify a range
value).

- Out of range values.

» Dates or interval dates related to CRFs: event, opening,
closing, last modification, validation or rejection.

* Form status: not yet closed, closed and signed, validated,
rejected.

3. Select the Search function button (B). The system shows the
results in a pane called Results.

END OF SUBJECTH
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4.3 How to fill in and close a CRF

(<> ) [+ [ Simaptica 7 1.8 wwwsinapticat Leee You can complete and modify a CRF using the CRF: Form

ClinicOnline: eTrials

pane.
New Form Search
Clinical Trial DEMO Phase | - eTrals DEMO Phase | : 1. In the Results pane (I - see paragraph 4.2 on searching a
help desk Form . .
‘M Patient CRF) select the Open function button (A) next to the form you
20 e seesion Group : want to work with. You can only fill in and close those forms that
A search in the field... N . . . .
Dr. Mario Rossi Search ey e : are open and marked with green in the appropriate window.
| = — min. max. only out of range values
Last modification date | | = s s)[oc +]2013 @ . . . .
Status ™ <& not yet closed ¥ closed and signed ¥ validated ¥ rejected 2 In eaCh Ilne Of the RGSUltS IISt you can see the |nf0rmat|0n
Semnioad PDR L L related to each single form —e.g. the icon indicating its status
:°”1s“’y 5 S (not yet closed, closed and signed, validated, rejected), the
ee omments of Values Attachments
date of last operation done and the user who has done it (B).
Mode @®PDF Correction!

Form

FOLLOW-UP (5? 30/10/2013 CONTINUES >
Open | A.A.(45271279) <4~ 30/10/2013 12:22 (opened)

\/ (Roma) ©:0;2y Rossi Dr. Mario
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ClinicOnline: eTrials | l CRF: event #749 - Clinical Trials

CRF: event #838

Patient:

Event date:
Clinical Trial:
Form name:
Group:
Opening date:
Status:

Edit

\ ~

45271279 (patient)
A A.

15/9/2016

DEMO Phase | - eTrials DEMO Phase |
FOLLOW-UP

Roma

15/9/2016 9:19 (Rossi Dr. Mario)

not yet signed

Close and Sign (step 1 of 2)

-

1. Status of patient: —

2. Cause of death: —

o The form fields are listed but do not state any value as they are empty.

Ver 1.0

4.3 How to fill in and close a CRF
Once open, the form is displayed in a new window in the
browser where the patient's information are shown, as well as
the status of the form and related information (I).
To fill in the form you simply need to click the Edit function

button (A).

CONTINUES »
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ClinicOnline: eTrials

Ver 1.0

Patient: 45271279 (patient)
A. A

Clinical Trial: DEMO Phase | - eTrials DEMO Phase |
Form name: roLLow-up

Group: Roma [

Close and Sign (step 1 of 2)

Save

comments:

Opening date: 15/9/2016 9:19 (Rossi Dr. Mario)
Last modified on: no updates done

1. Status of patient

07

2. Cause of death

0?

alive death lost to follow-up

1

2

3

infection hemorrhage toxicity

1

2 3

4.3 How to fill in and close a CRF

The eTrials® system displays the CRF: Form pane. In this pane
you can see the form values.

Once it has been filled in, the Investigator can:

» Select the Save function button (C): the forms will be saved,
the CRF form can still be modified and, thus, by selecting the
Visualize function button (A) you will go back to the pane
CREF: event.

» Select the Close and Sign (step1 of 2) function button (B).

In this case, the system verifies the checks which are present

and eventually states any issue in the compilation.

CONTINUES »
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If you have chosen the Close and Sign (step 1 of 2) function
, button, the system implements the foreseen checks according
e ’ | ‘ to the CRF template (runcheck) and, if positive, shows to the

ClinicOnline: eTrials = }Iinical Trials

Investigator the whole CRF form in the CRF: Form pane (l) to
further check the data.

Close and Sign (step 2 of 2)

Patient: 45271279 (patient)

o _ A A , To confirm closure of the CRF form, select the Close and Sign
Clinical Trial: DEMO Phase | - eTrials DEMO Phase |
(step 2 of 2) (A).

Form name: roLLow-upr

Group: Roma |
comments:
CONTINUES »

Opening date: 15/9/2016 9:19 (Rossi Dr. Mario)
Last modified on: 21/9/2016 11:44 (Rossi Dr. Mario)

1. Status of patient

N/

2. Cause of death

alive death lost to follow-up
1 ©2 3

infection hemorrhage toxicity
1 02 3

When each value is filled in, the related field is automatically saved in the system, also registering the time
and the user who has done the operation (B).

Ver 1.0 31
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ClinicOnline: eTrials 1 CRF: event #749 - Clinical Trials

Ver 1.0

Close and Sign (step 2 of 2)

Patient: 45271279 (patient)
A. A

Da "https://www.sinaptica.it”:

Do you want CLOSE and SIGN the Form? \ /
= Annuia | (T

Opening date: 15/9/2016 9:19 (Rossi Dr. Mario)
Last modified on: 21/9/2016 11:44 (Rossi Dr. Mario)

1. Status of patient

alive death lost to follow-up
1 02 3

2. Cause of death

infection hemorrhage toxicity
1 02 3

4.3 How to fill in and close a CRF

The system asks to further confirm the closure of the CRF;
selecting OK (B) the form becomes unmodifiable.

Selecting the Cancel function button (A), the form is not closed

and, thus, you are still able to modify it.

CONTINUES »
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LSl e
CRF: event #749 - Clinical Trials
GRF: ovent #83 _

Close New Form

Patient: 45271279 (patient)
A. A
Event date: 15/9/2016
Clinical Trial: DEMO Phase | - eTrials DEMO Phase |
Form name: FOLLOW-UP
Group: Roma
Opening date: 15/9/2016 9:19 (Rossi Dr. Mario)
Last modified on: 21/9/2016 11:44 (Rossi Dr. Mario)
Signed: 21/9/2016 11:47 (Rossi Dr. Mario)

1.

2. Cause of death: 2 hemorrhage

Status of patient: 2 death

Ver 1.0

4.3 How to fill in and close a CRF

In case the form was closed and signed, the system does the
following:
* If foreseen in the CRF Template, the system automatically
sends the predefined information to, e.g. the Data Manager.
» Shows the CRF: Event pane and proposes the following
actions:
- Close (A): closes the browser window and goes back to
the main window.
- New Form (B): selecting this function button it is
possible to create a new form if foreseen in the study
flow (see chapter 4.1).
- PDF (C): does a PDF print of the CRF.

END OF SUBJECTH
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Query ID
Clinical Trial

Patient ID Form ID Section ID

+ || whatever priority *

ADDRESS BOOK

& The navigation pane proposes a shortcut (C) to
queries that have not been read or answered yet
and indicates the total number and their status.

. To find all the queries to which a given operator

can access, you simply need to press the
function button Search (B) without selecting any
filter.

Ver 1.0

5.1 How to search a Query

You can search a given query from the Query function.
1. Click on the Query (A) function in the navigation Area (1).

2. When the system shows the Query pane (ll) you can set the
following filters:
- Query ID: query code.
- Patient ID: Patient's code.
- Form ID: form code.
- Section ID: number of the potential field to be queried.
- Clinical Study: clinical study to which the form belongs
(if the investigator belongs to one single clinical study,
this is already defined in the system).
- Group: the Group to which the CRF Form is associated.
- Form: form template (this option is available only if we
have first selected the Clinical Trial).
- Query: filters queries according to their status (all, to
read, to answer, to read or to answer, answered) and to
three different levels of priority.

3. Select the Search function button (B).

CONTINUES »
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ClinicOnline: eTrials

help desk

change password

' (1) close session

Dr. Mario Rossi

Im 4 new queries

o In the results pane, next to the information: study name, patient, group, form name, section (in column Il),

Query ID
Clinical Trial

jroup

luery Ed or to answer *

Patient ID Form ID

Search

Section ID

whatever priority

ResuVy. 4

Query 19

Form 733

N/

Query 18

Form 730

Query 12

Form 743

From: Bianchi Dr.ssa

Emanuela

To: Rossi Dr. Mario
eTrials DEMO Phase |
Patient ID 90396248

(Roma)

INDUCTION LEVEL 2 CYCLE
1

From: Bianchi Dr.ssa
Emanuela
To: Rossi Dr. Mario

eTrials DEMO Phase |
Patient ID 45271279

(Roma)

INDUCTION EVALUATION
LEVEL 1 CYCLE 1

From: Bianchi Dr.ssa
Emanuela
To: Rossi Dr. Mario

eTrials DEMO Phase |
Patient ID 65171639
{Bologna)

CONSOLIDATION LEVEL 1

30 october 2013 14:42 NOT yet answered
NOT yet read

View Query

30 october 2013 14:36 NOT yet answered
NOT yet read

View Query

20 september 2013 15:12 NOT yet answered
read on 20 september 2013 15:28

Query:
Good morning Dr. Rossi,

I would kindly ask you to confirm that the date of the end of the
cycle coincides exactly with the date of the start of the cycle. Answer

you can mark the appropriate flag to select a filter and search specific queries.

Ver 1.0

5.1 How to search a Query

The system shows the elements found in the Results pane. The
information regarding the given query are displayed in 4
columns:

The light icons (I) show the query status. Yellow light: waiting to
be read or answered. White light: an answer has been sent.
The number (1 to 3) refers to the priority level.

The Query function button (A) opens a window that allows you
to edit and/or consult the content of the query.

Selecting the Form function button (B) the CRF related to the
query gets opened.

The second column (Il) shows the following information:

* Clinical Trial.

Patient’s ID.

Group to which the Form is associated.

Form name.

Possible name of the field that has been queried.

In the header you will find the sender and the main addressees
(which means the Investigator that has Closed and Signed the
queried Form).

The third column (lll) contains the text of the query. In the
header you will find the date in which the question was created
and read for the first time by one of the members of the Group.

The last column (IV) contains the answer to the query.
In the header you will find the date in which it was answered
and by whom.

END OF SUBJECTH
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ClinicOnline: eTrials

Query ID Patient ID Form ID
Clinical Trial
Group

Query

help desk

change password

to read or to answer =+ || whatever priority *

Section ID

Search

"
‘ (1)) close session
[

Dr. Mario Rossi
From: Bianchi Dr.ssa
Emanuela

To: Rossi Dr. Mario

eTrials DEMO Phase |
Patient ID 90396248
Form 733 (Roma)

Query 19

\/

View Query

INDUCTION LEVEL 2 CYCLE
1

Template

CLINICAL TRIALS

From: Bianchi Dr.ssa

Emanuela

To: Rossi Dr. Mario
eTrials DEMO Phase |
Patient ID 45271279

Form 730 (Roma)

Query 18

View Query

ADDRESS BOOK INDUCTION EVALUATION

LEVEL 1 CYCLE 1

From: Bianchi Dr.ssa

Emanuela

To: Rossi Dr. Mario
eTrials DEMO Phase |
Patient ID 65171639

Query:

Query 12 Good moming Dr. Rossi,

Form 743 (Bologna)

CONSOLIDATION LEVEL 1

Ver 1.0

30 october 2013 14:42 NOT yet answered

NOT yet read

30 october 2013 14:36 NOT yet answered

NOT yet read

| would kindly ask you to confirm that the date of the end of the
cycle coincides exactly with the date of the start of the cycle.

20 september 2013 15:12 NOT yet answered
read on 20 september 2013 15:28

Answer

5.2 How to manage a Query

Queries are managed in the relevant section and the
Investigator may do the following operations:

* Read.

* Answer.

* Check.

READ
Once you have searched for a given query (see how to search

a query on chapter 5.1), to read the narrative select either the
Query function button (A) or the View Query (B).

CONTINUES »
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ClinicOnline: eTrials \A

eTrials

Ver 1.0

From: Bianchi Dr.ssa Emanuela - To: Rossi Dr. Mario

Clinical Trial: eTrials DEMO Phase | CRF: INDUCTION LEVEL 2 CYCLE 1
Patient ID: 90396248 (Roma)

Query: Good morning Dr. Rossi,

I would kindly ask you to confirm that the Date of first cycle is
21/08/2013

Do not hesitate to contact me for further information.

Best Regards.

Answer:

N~

Send Answer

30 october 2013 14:42
read on 30 october 2013 14:47
Rossi Dr. Mario

5.2 How to manage a Query

The system opens a new window in the browser (I), in which
the narrative of the Query is displayed.

The system already proposes a free text field to address it (A)
and allows you to directly perform this operation as briefly
described in the appropriate section.

CONTINUES »
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ClinicOnline: eTrials

help desk

J change password

' (1) close session
[

Dr. Mario Rossi

Im 4 new queries

Once the Query has been read, the system updates the information by displaying the text of the Query; its

Clinical Trial
Group

Query + || whatever priority +

Search

Query ID Patient ID Form ID Section ID

Results: 8

Query 19

Form 733

Query 18

Form 730

Query 16

From: Bianchi Dr.ssa 30 october 2013 14:42
Emanuela read on 30 october 2013 14:47

To: Rossi Dr. Mario

eTrials DEMO Phase | Query:
Patient ID 90396248 Good morming Dr. Rossi,

(Boms) | would kindly ask you to confirm that the Date of

fi is 21/
INDUCTION LEVEL 2 CYCLE ™t cYcleis 21/08/2013

Do not hesitate to contact me for further
information.

Best Regards.

From: Bianchi Dr.ssa 30 october 2013 14:36
Emanuela NOT yet read
To: Rossi Dr. Mario

eTrials DEMO Phase |

Patient ID 45271279

{foma) View Query

INDUCTION EVALUATION
LEVEL 1 CYCLE 1

From: Bianchi Dr.ssa 2 october 2013 17:22
Emanuela read on 2 october 2013 17:23

To: Rossi Dr. Mario

eTrials DEMO Phase | Query: ) )
Patient ID 90396248 Good moming Dr. Rossi,

back color changes from yellow to white.

Ver 1.0

NOT yet answered

N/

Answer

NOT yet answered

2 october 2013 17:24

Rossi Dr. Mario

Answer:
Good evening Dr. Bianchi, |

5.2 How to manage a Query

ANSWER

To answer the query select either the Query function key (A) or
the Answer one (B).

CONTINUES »
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ClinicOnline: eTrials

eTrials

Ver 1.0

Query:

Answer:

From: Bianchi Dr.ssa Emanuela - To: Rossi Dr. Mario

Clinical Trial: eTrials DEMO Phase | CRF: INDUCTION LEVEL 2 CYCLE 1
Patient ID: 90396248 (Roma)

Good morning Dr. Rossi,

I would kindly ask you to confirm that the Date of first cycle is
21/08/2013

Do not hesitate to contact me for further information.

Best Regards.

Good morning Dr.ssa Bianchi,

| confirm you the Date of first cycle is 21/08/2013.

v Best regards.
y

Send Answer

30 october 2013 14:42
read on 30 october 2013 14:47
Rossi Dr. Mario

-

5.2 How to manage a Query

The system opens a new window in the browser (I), in which
you can see the query and a free text field (A) to answer it.

Once filled in, select the Send Answer function button (B).

CONTINUES »
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CHECK

To check the query select on the Query function button (A).

ClinicOnline: eTrials

Search
Query ID Patient ID Section ID
Clinical Trial
Group

CONTINUES »

help desk

change password

Query + || whatever priority *

. (1)) close session
— Results: 8
Dr. Mario Rossi

From: Bianchi Dr.ssa 30 october 2013 14:42 30 october 2013 14:50
Emanuela read on 30 october 2013 14:47 Rossi Dr. Mario

To: Rossi Dr. Mario

eTrials DEMO Phase | Query: Answer:
Patient ID 90396248 Good morning Dr. Rossi, Good morning Dr.ssa Bianchi, |
Form 733 (Roma) confirm you the Date of first cycle

Query 19

| would kindly ask you to confirm that the Date is 21/08/2013. Best regards.

f 1 '
INDUCTION LEVEL 2 CycLe O (st cyele is 21/08/2013

Do not hesitate to contact me for further
information.

Best Regards.

From: Bianchi Dr.ssa 30 october 2013 14:36 NOT yet answered
Emanuela NOT yet read
To: Rossi Dr. Mario

eTrials DEMO Phase |
Patient ID 45271279
Form 730 (Roma)

Query 18

View Query

INDUCTION EVALUATION
LEVEL 1 CYCLE 1

From: Bianchi Dr.ssa 2 october 2013 17:22 2 october 2013 17:24
Emanuela read on 2 october 2013 17:23 Rossi Dr. Mario

To: Rossi Dr. Mario

eTrials DEMO Phase | Query: Answer:

Quenyyl6, S Good moming Dr. Rossi, Good evening Dr. Bianchi, |

Once the answer to the Query has been sent, the system updates the status light icon (that goes from
yellow to white) and displays both the query text and its answer. The header is then updated with the
answer date and author.
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| +

From: Bianchi Dr.ssa Emanuela - To: Rossi Dr. Mario

Clinical Trial: eTrials DEMO Phase | CRF: INDUCTION LEVEL 2 CYCLE 1
Patient ID: 90396248 (Roma)

Query: Good morning Dr. Rossi,
I would kindly ask you to confirm that the Date of first cycle is 21/08/2013
Do not hesitate to contact me for further information.

Best Regards.

Answer: Good morning Dr.ssa Bianchi, | confirm you the Date of first cycle is 21/08/2013. Best
regards.

30 october 2013 14:42
read on 30 october 2013 14:47
Rossi Dr. Mario

30 october 2013 14:50

Rossi Dr. Mario

Ver 1.0

5.2 How to manage a Query

The system opens a new window in the browser (I), in which all
the query related information are displayed:

* Main roles dealing with the query.

Clinical study and possible field within the form to which the
query refers.

CRF to which the query is addressed.

Patient and related group to which the query is addressed.
Narrative of the query and related answer with added
information on when these operations have been performed
and by whom.

END OF SUBJECTH
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6.1 How to search a CRF Template
: : ¢ [pedc LLO] eTrials® allows searching for a given form among all available
CRFtemv'a'e: CRF Templates to which an Investigator has access, in a fast

Search

Clinical Trial DEMO Phase | - eTrials DEMO Phase | : manner, using appropriate selection filters. You can search a

:“‘“:"k ¢ Timeline (&) Timesiot [ &) Num.# template -or group of templates- to visualize the Template itself,
earch key

Group : : to print it in PDF format or to check a Clinical Trial TimePlan.

Patient access

change pas
Q) close session

Dr. Mario Rossi Validation needed

£3 : 1. Click on the CRF Template button (A) within the navigation
area (I).

2. Select one or more filters within the CRF Template pane (II):
CRF
Template

- Clinical Trial: study to which the template is associated.
Position: template coordinates within the TimePlan.
Key search: free text search field.

Group: the group to which the template is associated.
May be used by the Patient.

Validation needed.

CLINICAL TRIALS
QUERY
ADDRESS BOOK

3. Select the Search function button (B).

CONTINUES »

o You may search for a CRF Template without any predefined parameter. This way all CRF Templates that
belong to the Investigator's group and to clinical trials to which he/she has been associated will be
displayed.
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help desk

change password

N ‘ (1)) close session

Dr. Mario Rossi

2(6)

Template

CLINICAL TRIALS
QUERY

ADDRESS BOOK

N

IQ 1 new query

In case a Clinical Trial has been selected (or in case the Investigator is associated to only one Clinical Trial),

N

Results: 9

CHECKLIST
CHK

view | FOLLOW-UP

FU
PDF (reusable)

CRF template: Search

Clinical Trial

TimePlan

Position
Classification
Search key
Group

Patient access
Validation needed

DEMO Phase | - eTrials DEMO Phase |

Timeslot

0 1 2 3

0— E_I—o

m

. M -[)-[ -+

n)-n)-nf-2 -

0 1 2 3

Timeslot

+ | Time line + | Time slot

Search

Clinical Trial

DEMO Phase | - eTrials DEMO

Phase |

DEMO Phase | - eTrials DEMO

Phase |

the system graphically displays the TimePlan of the Clinical Trial (B).

The icons represent the number of CRF Templates available for each combination Timeline/Timeslot;
clicking on an icon the appropriate CRF Templates are searched and displayed.

.0

Time
line

0

Time
slot

0

6.1 How to search a CRF Template

The system shows the results in the appropriate pane (1).

To visualize a given template, click on the View function button
(A).

Once the clinical trial has been selected and the search
performed, it is possible to see the TimePlan (B) that allows you
to see the sequence of forms foreseen in the study.
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A

Template

CLINICAL TRIALS
QUERY
ADDRESS BOOK

Results: 9

CHECKLIST
CHK

N

FOLLOW-UP
FU

(reusable)

IQ 1 new query

Ver 1.0

CRF template: Search

Clinical Trial

TimePlan

Position
Classification
Search key
Group

Patient access

Validation needed

Search

DEMO Phase | - eTrials DEMO Phase |

0— E_I—o

. M -[)-[ -+

L @-@-E-

Timeslot

0 1 2 3

m

0 1 2 3

Timeslot

+ | Time line + | Time slot

Clinical Trial Time Time
line slot

DEMO Phase | - eTrials DEMO

Phase | 0 0

DEMO Phase | - eTrials DEMO
Phase |

Num.
#

1

6.2 How to print a CRF Template

To print CRF Templates, eTrials® adopts the PDF format. This
format guarantees accurate editing, archiving, and sending
documents in digital format.

To print the template in digital format select the PDF function
button (A) in the line displaying the template in question.

The system saves the Template in PDF format in the
appropriate folder according to the Investigator computer
settings.
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c: CRF

Template

CLINICAL TRIALS
QUERY

ADDRESS BOOK

IQ 1 new query

Clinical Trials: Search

Code
Clinical Trials

Form Code Clinical Trial Start date End date

Planner | DEMO Phase | eTrials DEMO Phase | 1/1/2009 31/12/2013

Planner | DEMO LAL  eTrials DEMO Studio LAL 1/10/2011 31/12/2013

Planner | DEMO Oss eTrials DEMO Studio Osservazionale 1/10/2011 31/12/2013

o The Investigator can only see general information regarding clinical trials to which he/she has not been

associated.

Ver 1.0

7.1 How to search a Clinical Trial

The Investigator can access clinical trials selecting the Clinical
Trials function button (A) on the left-hand side of the navigation
area. With this operation, the system displays clinical trials to
which the Investigator is associated.

In this window it is possible to search for a given Clinical Trial
using the search pane (l) with the following parameters:
» Code: clinical trial code.
* Clinical Trial: study name.
» Group: allows you to search for a clinical trial according to a
given group.
« Sort by: allows to order results by:
- Clinical Trial.
- Code.

The results pane (ll) reports the following information for each

study:

* Form: selecting the Planner button you can visualize the
study Planner.

» Code: clinical trial code.

* Clinical Trial: study name.

 Start date: date in which the study opened.

* End date: date in which the study closed.

END OF SUBJECTH
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Search key

Clinical Trials
help desk
- N
p change passwor
' (1)) close session
[

Dr. Mario Rossi

2(6)

[
==

ADDRESS BOOK

o It is also possible not to use any search filter; this way all forum results to which the Investigator is
authorized will be displayed.

Ver 1.0

8.1 How to search a Forum

To search a forum you need to press the Forum button (A) in

the navigation area. This allows to visualize the appropriate

pane (I) where you may search a forum according to the

following filters:

» Search key: using a word which may have been used in the
forum.

* Clinical Trial: a list from where you may select one study to
which you are authorized.

» Status: open or closed, related to the forum.

* Order 15t by: it is possible to order results by title, date of
opening or closure.

Once the filters have been selected, you need to select the
Search function button (B).

CONTINUES »
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Dr. Mario Rossi

Forum: Search

Search key
Clinical Trials

Post
20/9/2013 14:55

. Study protocol @1 20/9/2013 14:57 last post:20/9/2013 14:55

(eTrials DEMO Phase I) (Bianchi Dr.ssa Emanuela)

Bianchi Dr.ssa Emanuela

emplate

CLINICAL TRIALS
QUERY

ADDRESS BOOK

IQ 2 new queries

Ver 1.0

8.1 How to search a Forum

Once the Search function button has been selected in the
previous window, the system will display the results in the
Results pane ().

The system reports the following forum information:

* In the first column it is present the Open function button that
allows you to open the form.

* In the second Forum column it is present the topic, the clinical
trial to which it refers and eventually, any present
attachments.

* In the third column, Date, you can see the date of opening
and closure and the name of the operator who has started the
post.

* In the last column, Post, the number of contributions and the
last operator to enter one with the related data are displayed.

CONTINUES »
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ClinicOnline: eTrials Clinical Trials

Forum: Open

Clinical Trials: eTrials DEMO Phase |
Topic: Study protocol
Description: Attached you will find the study protocol
Created on: 20/9/2013 14:55
\[ Closure date: 20/9/2013 14:57 (Bianchi Dr.ssa Emanuela)

20/9/2013 14:55 (Bianchi Dr.ssa Emanuela) Last modified on: 20/9/2013 14:57
Attached you will find the study protocol
file: protocol study Phase 1.pdf (2.7 MB)

o The system also gives the possibility of adding new contributions by the Investigator.
This operation needs to be explicitly authorized.

Ver 1.0

8.1 How to search a Forum

To visualize the forum, once the search was done, you simply
need to select the Open function button in the appropriate
forum.

In the first part of the Forum: Open window (I), the following

information are displayed:

* Clinical Trial: the name of the study to which the topic refers.

« Title: title of the forum.

» Text: description by the operator who started the topic.

» Creation date: date and time in which it was created.

 Closure date: if the forum was closed, it is still present and it
states the date and time when this operation was done by the
operator who did it.

Right after (Il) all posts in the forum with their date, time and
author are displayed.

END OF SUBJECT m
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help desk

change password

' (1) close session

Dr. Mario Rossi

Im 3 new queries

When the Address Book button is selected (A), the system automatically searches all operators that are

{ ]
ClinicOnline: eTrials v

User

Clinical Trial

Search

Bianchi Dr.ssa Emanuela

Investigator

User

Gentile Dr.ssa Chiara

Principal investigator

Monti Dr. Bruno
System administrator

o

__ -

<)
5
™

o
g

&
|

AN

V -

Contact details

€, +39068606910
>4 info@sinaptica.it

O | Sinaptical T

€, +39 06 8606910
P4 info@sinaptica.it
S ) Sinaptical T

€, +39068606910
[ +393281775071
B4 info@sinaptica.it
S | SinapticalT

associated to the same group the Investigator is.

Ver 1.0

9.1 How to search Contact Details

To search within the Address Book you simply need to click the
Address Book (A) button in the navigation area.

The system automatically searches all users that are linked to
the same group of the Investigator.

In the pane Address Book: Search (l) it is possible to use the

following filters:

» User: fill in the name of the user you want to search.

e Clinical Trial: you may search for users associated to a
particular study.

In the Results pane (ll) the users corresponding to the filters
are displayed.

For each operator the following information are displayed:
» Family name, title (if present), and name of the operator.
» Operator’s image.

» Telephone number.

» Mobile phone number.

o E-mail address.

» Skype contact.
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